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PROPOSED  RULES 


DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

Social  Security  Administration 
t  20  CFR  Part  405  ] 

|  Reg.  No.  5] 

FEDERAL  HEALTH  INSURANCE  FOR  THE 
AGED  AND  DISABLED 

Conditions  for  Coverage  of  Suppliers  of 
End-Stage  Renal  Disease  (ESRD)  Services 

Notice  is  hereby  given,  pursuant  to  the 
Administrative  Procedure  Act  (5  U.S.C. 
553),  that  the  following  amendments  to 
the  regulations  set  forth  in  tentative 
form  below,  are  proposed  by  the  Com¬ 
missioner  of  Social  Security  with  the  ap¬ 
proval  of  the  Secretary  of  Health,  Edu¬ 
cation,  and  Welfare.  The  proposed 
amendments  are  intended  to  further  im¬ 
plement  section  2991  of  the  Social  Secu¬ 
rity  Amendments  of  1972  (Pub.  L.  92- 
603),  which  amends  section  226  of  the 
Social  Security  Act  (42  U.S.C.  426) .  Sec¬ 
tion  2991  extends  Medicare  protection  to 
any  individual  wrho  has  end-stage  renal 
disease  requiring  dialysis  or  transplan¬ 
tation,  provided  that  such  individual:  (1) 
is  fully  or  currently  insured,  or  entitled 
to  monthly  benefits,  under  title  II  of  the 
Social  Security  Act;  or  (2)  is  the  spouse 
or  dependent  child  of  an  individual  so 
insured  or  entitled  to  such  monthly 
benefits. 

Section  2991  authorizes  the  Secretary 
to  limit  Medicare  reimbursement  for 
kidney  transplant  and  dialysis  services  to 
facilities  meeting  such  requirements  as 
he  may  by  regulation  prescribe.  Section 
2991  also  provides  that  such  regulation 
must  include  requirements  for  a  minimal 
utilization  rate  for  covered  procedures 
and  for  a  medical  review  board  to  screen 
the  appropriateness  of  patients  for  the 
proposed  treatment  procedures. 

The  following  amendments  to  the  reg¬ 
ulations  specify  the  health  and  safety 
requirements  that  facilities  furnishing 
end-stage  renal  disease  (ESRD)  services 
must  meet  to  qualify  for  Medicare  reim¬ 
bursement.  In  addition,  the  amendments 
require  that  these  facilities  be  organized 
into  coordinating  systems  (“networks”) 
for  the  delivery  of  ESRD  care. 

The  ESRD  program  became  effective 
on  July  1,  1973,  and  since  then  has  op¬ 
erated  under  interim  regulations  pub¬ 
lished  in  the  Federal  Register  of  June  29, 
1973  (38  FR  17210) .  The  interim  regula¬ 
tions  provide  for  reimbursement  to  those 
facilities  which  were  furnishing  ESRD 
care  on  or  before  June  1,  1973,  and  de¬ 
scribe  criteria  for  allowing  reimburse¬ 
ment  to  additional  or  expanded  ESRD 
facilities  during  the  interim  period.  (To 
give  the  public  a  formal  opportunity  to 
participate  in  the  development  of  the 
criteria  used  in  granting  requests  for 
exceptions  to  the  limitations  on  partici¬ 
pation  during  the  interim  period,  the  in¬ 
terim  regulations  were  republished  in  the 
Federal  Register  of  October  4,  1974  (39 
FR  35814) ,  as  a  notice  of  proposed  rule- 
making) .  The  interim  regulations,  as 
published  and  republished,  will  be  super¬ 
seded  on  a  prospective  basis  when  the 
“long-term”  amendments  to  the  regula¬ 
tions,  proposed  herein,  are  adopted  in 


final  form.  The  Interim  regulations  ex¬ 
plain  that  recognition  of  a  facility  on  an 
interim  basis  is  no  assurance  that  it  will 
be  approved  on  a  continuing  basis  for 
reimbursement  under  the  “long-term” 
program.  Facilities  not  qualifying  under 
the  “long-term”  regulations  will  be 
phased  out  in  a  manner  that  will  mini¬ 
mize  any  disruption  of  services  to  ESRD 
patients. 

The  policies  for  the  ESRD  program 
which  are  incorporated  in  these  amend¬ 
ments  are  based  on  the  operating  ex¬ 
perience  of  the  program  since  publica¬ 
tion  of  the  interim  regulations  as  well  as 
on  extensive  communications  with  pro¬ 
fessionals  and  other  persons  knowledge¬ 
able  in  the  area  of  nephrology  and  trans¬ 
plant  surgery. 

The  proposed  amendments  implement 
the  statutory  requirements  of  section 
226(g) ,  title  II  of  the  Social  Security  Act 
(42  U.S.C.  426(g))  and  are  intended  to 
accomplish  the  following  objectives: 

(1)  To  assist  beneficiaries  who  have 
been  diagnosed  as  having  end-stage 
renal  disease  (ESRD)  to  receive  the  care 
they  need; 

(2)  To  encourage  proper  distribution 
and  effective  utilization  of  ESRD  treat¬ 
ment  resources  while  maintaining  or  im¬ 
proving  the  quality  of  care:  and 

(3)  To  provide  the  flexibility  neces¬ 
sary  for  the  efficient  delivery  of  appro¬ 
priate  care  by  physicians  and  facilities. 

The  broad  array  of  professional  skills 
and  facilities  involved  in  the  treatment 
of  persons  with  end-stage  renal  disease 
indicated  the  need  for  a  system  to  pro¬ 
mote  effective  coordination.  Accordingly, 
the  proposed  regulations  require  ESRD 
treatment  facilities  to  join  together  into 
groups  called  “networks.” 

During  the  past  decade,  programs  con¬ 
ducted  by  agencies  of  the  Public  Health 
Service  and  the  States  have  demon¬ 
strated  that  integration  of  hospitals  and 
other  health  facilities  into  organized  net¬ 
works  is  the  most  effective  way  to  de¬ 
liver  ESRD  care.  An  organized  network 
tends  to  assure  coordinated  patient  re¬ 
ferral  as  well  as  access  to  resources.  It 
also  permits  the  concentration  of  equip¬ 
ment  and  specially  trained  personnel  in 
centers  where  they  can  be  used  efficiently 
to  treat  large  numbers  of  patients.  This 
approach  has  been  advocated  by  com¬ 
mittees  of  national  voluntary  health 
organizations. 

The  population  base  of  each  network 
should  be  large  enough  to  permit  the 
delivery  of  a  full  range  of  ESRD  diag¬ 
nostic  and  therapeutic  services  needed 
by  all  patients  within  the  network  area. 
Accordingly,  each  of  the  network  areas 
designated  in  the  Appendix  to  these  pro¬ 
posed  regulations  serves  a  minimum 
population  base  of  3.5  million  ‘  (except 
for  four  network  areas  where  this  mini¬ 
mum  would  not  be  feasible) .  In  order  to 
accommodate  patient  choice,  and  to  al-% 
low  for  sufficient  peer  review  within  the 
network,  each  network  will  be  required 
to  have  at  least  two  transplant  centers 
whenever  feasible. 

Although  the  designation  of  network 
areas  is  made  by  the  Secretary,  the  struc¬ 
ture  and  the  administration  of  each  net¬ 
work  will  be  the  responsibility  of  compo¬ 


nent  ESRD  facilities.  The  network  con¬ 
cept  will  be  found,  in  many  instances, 
to  conform  with  existing  patterns  for 
referral  of  patients  to  treatment  facil¬ 
ities,  these  referral  patterns  in  effect  con¬ 
stituting  informal  networks. 

The  proposed  regulations  require  that, 
to  qualify  for  reimbursement,  an  ESRD 
facility  must  be  a  member  of  a  network. 
The  network  must  organize  itself  through 
the  establishment  of  a  Net  work  Coordi¬ 
nating  Council,  with  representation  from 
all  ESRD  facilities  in  the  net  work.  The 
network  and  its  Coordinating  Council 
will  perform  a  unique  role  as  liaison  be¬ 
tween  the  Federal  government  and  avail¬ 
able  community  resources,  the  Council 
supplying  to  the  Secretary  information 
upon  which  the  Secretary  may  make  de¬ 
terminations.  The  Council  will  also  make 
recommendations  to  member  facilities 
as  needed  to  achieve  the  objectives  of  the 
network.  In  addition,  each  network, 
through  its  Network  Coordinating  Coun¬ 
cil,  will  establish  a  Medical  Review  Board 
to  review  the  appropriateness  of  ESRD 
patient  care  and  service. 

An  essential  element  in  the  ESRD  pro¬ 
gram  is  a  medical  information  system. 
All  ESRD  facilities  participating  in  the 
program  will  be  required  to  supply  data 
to  this  system.  When  the  medical  infor¬ 
mation  pertains  to  individual  patients, 
it  will  be  treated  as  confidential  and  will 
not  be  disclosed  except  as  authorized  by 
Department  regulations  on  confidential¬ 
ity  and  disclosure  (see  45  CFR  Part  5 
and  20  CFR  Parts  401  and  422  (Subpart 
E) ). 

For  participation  in  the  ESRD  pro¬ 
gram,  a  facility  must  also  meet  the  min¬ 
imal  utilization  rates  for  covered  proce¬ 
dures  published  in  the  proposed  regula¬ 
tions.  These  rates  will  apply  Initially  to 
transplantation  and  dialysis,  and  may  be 
modified  by  future  amendments  to  the 
regulations.  A  facility  which  is  not  in 
compliance  with  the  applicable  minimal 
utilization  rates  may  be  conditionally  ap¬ 
proved  for  a  limited  period  to  allow  it 
time  for  attaining  compliance.  The  pro¬ 
posed  regulations  also  provide  for  special 
consideration  to  be  granted  to  a  facility 
in  unusual  situations  if  it  can  be  shown 
that  non-participation  in  the  ESRD  pro¬ 
gram  would  be  detrimental  to  the 
achievement  of  program  objectives. 

Through  a  Memorandum  of  Under¬ 
standing  reflecting  agreement  reached 
between  the  Department  of  Health,  Ed¬ 
ucation,  and  Welfare  and  the  Veterans 
Administration,  specified  Veterans  Ad¬ 
ministration  Hospitals  can  qualify  for 
participation  in  the  ESRD  program. 
These  specified  Veterans  Administration 
Hospitals,  when  found  to  meet  title 
XVin  requirements,  will  be  part  of  a 
network  and  will  be  represented  on  its 
Council.  They  will  also  be  required  to 
comply  with  the  ESRD  regulations  de¬ 
scribed  herein  with  respect  to  the  care 
they  furnish  to  Medicare  patients.  Sim¬ 
ilarly,  other  Federal  facilities  may  par¬ 
ticipate  in  the  ESRD  program  provided 
that  they  meet  the  requirements  of  these 
regulations. 

To  conform  with  Subpart  U  and  ESRD 
program  requirements,  these  proposed 


FEDERAL  REGISTER,  VOL.  40,  NO.  127 — TUESDAY,  JULY  1,  1975 


PROPOSED  RULES 


regulations  amend  Subpart  M  (Condi¬ 
tions  for  Coverage  of  Services  of  Inde¬ 
pendent  Laboratories  (39  PR  33690) )  to 
Include  requirements  for  an  independent 
laboratory  performing  histocompatibility 
testing;  also,  these  proposed  regulations 
amend  Subparts  S  (Certification  Proce¬ 
dure  for  Providers  and  Suppliers  of  Serv¬ 
ices)  ;  and  Subpart  J  (Conditions  of  Par¬ 
ticipation;  Hospitals).  Subpart  O  (Pro¬ 
viders  of  Services,  Emergency  Service 
Hospitals,  Independent  Laboratories,  and 
Suppliers  of  Portable  X-ray  Services,  De¬ 
terminations  and  Appeals  Procedures) 
will  also  be  appropriately  amended  at  a 
later  date  to  accommodate  the  ESRD 
program. 

Prior  to  the  final  adoption  of  the  pro¬ 
posed  amendments  to  the  regulations, 
consideration  will  be  given  to  any  data, 
views,  or  arguments  pertaining  thereto 
which  are  submitted  in  writing  in  tripli¬ 
cate  to  the  Commissioner  of  Social  Se¬ 
curity,  Department  of  Health,  Education, 
and  Welfare,  Social  Security  Adminis¬ 
tration,  P.O.  Box  1585,  Baltimore,  Mary¬ 
land  21203,  on  or  before  September  1, 
1975. 

Copies  of  all  comments  received  in  re¬ 
sponse  to  this  notice  will  be  available  for 
public  inspection  during  regular  business 
hours  at  the  Washington  Inquiries  Sec¬ 
tion,  Office  of  Public  Affairs,  Social  Se¬ 
curity  Administration,  Department  of 
Health,  Education,  and  Welfare,  North 
Building,  Room  4146,  330  Independence 
Avenue,  SW.,  Washington,  D.C.  20201. 

The  proposed  regulations  are  to  be 
Issued  under  the  authority  contained  in 
sections  226(g) ,  1102, 1861, 1862(a) .  1871, 
1874,  86  Stat.  1464,  49  Stat.  647,  as 
amended,  79  Stat.  325,  331,  332,  and  340 
(42  U.S.C.  426(g),  1302,  1395x,  1395y(a), 
1395hh,  1395kk) . 

Dated:  May  5,1975. 

J.  B.  Cardwell, 

Commissioner  of  Social  Security. 

Approved:  June  19, 1975. 

Caspar  W.  Weinberger, 

Secretary  of  Health,  Education, 
and  Welfare. 

Part  405  of  Chapter  m  of  title  20  of 
the  Code  of  Federal  Regulations  is 
amended  as  set  forth  below: 

1.  Section  405.1031  is  amended  by  re¬ 
vising  the  introductory  paragraph  to 
read  as  follows: 

{  405.1031  Condition  of  participation— 
complementary  departments. 

Participation  Is  not  limited  to  hospitals 
which  have  surgery,  anesthesiology,  den¬ 
tal,  or  rehabilitation  departments  or 
services,  but  if  these  departments  or 
services  are  present,  there  are  effective 
policies  and  procedures,  relating  to  the 
staff  and  the  functions  of  the  servlce(s) 
in  order  to  assure  the  health  and  safety 
of  the  patients.  If  the  hospital  provides 
end-stage  renal  disease  services,  reim¬ 
bursement  for  such  services  will  not  be 
made  unless  the  hospital  also  meets  the 
Conditions  for  Coverage  of  Suppliers  of 


End-State  Renal  Disease  Services,  Sub¬ 
part  U  of  this  Part. 

2.  In  §  405.1317,  new  paragraphs  (b) 
(2)  (iv) ,  (b)  (4)  (iv) ,  and  (b)  (4)  (v)  are 
added  to  read  as  follows: 

§  405.1317  Condition— quality  control. 

*  •  •  •  • 

(b)  Standard:  Quality  control  sys¬ 
tem — methodologies.  *  *  * 

(2)  Serology.  •  *  • 

(iv)  A  control  system  and  a  validation 
method  are  employed  for  the  perform¬ 
ance  of  tests  required  to  assure  com¬ 
patibility  in  organ  transplantations: 

(A)  Controls  for  all  antigen  tests  are 
employed  to  insure  reactivity  and  uni¬ 
form  dosage; 

(B)  Mixed  lymphocyte  cultures  or 
other  recognized  methods  to  detect  cellu¬ 
lar  defined  antigens  are  performed  in  ac¬ 
cordance  with  prescribed  methods; 

(C)  HL-A  and  better  defined  W  anti¬ 
gens  are  retyped  and  updated  when  re¬ 
quired;  and 

(D)  Procedures  are  established  re¬ 
garding  the  freezing  of  lymphocytes  and 
to  provide  for  a  comprehensive  panel  of 
frozen  or  fresh  lymphocytes. 

•  •  •  *  • 

(4)  Immuno-hematology .  •  •  • 

(iv)  Serum  screening  for  the  identifi¬ 
cation  and  characterization  of  typical  or 
atypical  antibodies  is  performed  on  sera 
using  test  cells  licensed  under  Part  73, 
Title  42,  CFR,  or  their  equivalent,  using 
techniques  by  which  the  antibody  was 
initially  detected.  The  reactivity  of  cell 
panels  used  for  antibody  detection  is 
tested  periodically  with  appropriate 
known  anti-sera. 

(v)  A  control  system  and  validation 
methods  to  cover  the  following  are  pres¬ 
ent  for  tests  performed  regarding  organ 
transplants : 

(A)  Recipient  sera  is  screened  for  pre¬ 
formed  antibodies; 

(B)  Recipient  and  donor  sera  is  cross- 
matched  for  preformed  antibodies  by  at 
least  two  sensitive  techniques  prior  to 
transplantation;  and 

(C)  Recipients  and  donors  are  geno- 
typed  when  necessary. 

•  *  •  *  • 

3.  Section  405.1901  is  amended  by  re¬ 
designating  paragraph  (d)  as  paragraph 
(e)  and  adding  a  new  paragraph  (d)  to 
read  as  follows: 

§  405.1901  The  certification  process. 

*  *  •  *  * 

(d)  A  hospital  which  is  a  provider  of 
services,  or  a  nonhospital-operated  renal 
dialysis  facility  as  defined  in  8  405.2102 
(e)(2),  or  a  histocompatibility  labora¬ 
tory,  which  is  found  to  be  in  compliance 
with  each  of  the  applicable  Conditions 
for  Coverage  of  Suppliers  of  End-Stage 
Renal  Disease  Services  prescribed  by  the 
Secretary  (see  Subpart  U) ,  may  become 
a  supplier  of  End-Stage  Renal  Disease 
services  pursuant  to  section  226(g)  of 
the  Social  Security  Act  upon  being  ap¬ 
proved  therefor  by  the  Secretary. 

*  »  •  •  • 
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4.  A  new  §  405.1912  is  added  to  read  as 
follows : 

§  405.1912  Special  procedures  for  ap¬ 
proving  end-stage  renal  disease  fa¬ 
cilities  and  the  expansion  of  services 
in  approved  facilities. 

In  addition  to  the  certification  by  the 
State  agency  referred  to  in  8  405.1902, 
data  furnished  by  network  organizations 
and  recommendations  of  the  Public 
Health  Service,  concerning  the  contribu¬ 
tion  of  a  facility  to  the  'furnishing  of 
end-stage  renal  disease  services  in  its 
network  and  concerning  the  facility’s 
compliance  with  professional  norms  and 
standards  (see  Subpart  U  of  this  Part), 
shall  be  considered  by  the  Secretary  in 
determining  whether  to  approve  a  fa¬ 
cility  for  coverage  or  for  any  expansion 
of  services  under  the  End-Stage  Renal 
Disease  Program.  The  facility  will  also 
be  required  to  submit  data  pertaining  to 
its  qualifications  for  approval  or  for  any 
expansion  of  services,  for  consideration 
in  the  Secretary’s  determination. 

5.  Part  405  of  Title  20,  Code  of  Federal 
Regulations,  is  amended  by  adding  a  new 
Subpart  U,  and  an  Appendix,  reading  as 
follows: 

Subpart  U — Conditions  for  Coverage  of  Suppliers 
of  End-Stage  Renal  Disease  (ESRD)  Services 

Secs. 

405.2100  Scope  of  subpart. 

405.2101  Objectives  of  end-stage  renal  dis¬ 

ease  (ESRD)  Program. 

405.2102  Definitions. 

405.2110  Composition  and  functions  of  an 

end-stage  renal  disease  (ESRD) 
network. 

405.2111  Designations  of  network  areas;  ap¬ 

provals  of  functioning  networks. 

405.2120  Minimal  utilization  rates;  general. 

405.2121  Basis  for  determining  minimal 

utilization  rates. 

405.2122  Compliance  with  minimal  utiliza¬ 

tion  rate(s) ;  types  and  durations 
of  approvals. 

405.2130  Condition:  minimal  utilization 

rates. 

405.2131  Condition:  hospital -operated  ESRD 

facility. 

405.2132  Condition:  fulfillment  of  service 

needs  In  network. 

405.2133  Condition:  furnishing  data  and 

Information  for  ESRD  program 
administration. 

405.2134  Condition:  membership  In  a  net¬ 

work. 

405.2135  Condition:  compliance  with  fed¬ 

eral,  State,  and  local  laws  and 
regulations. 

405.2136  Condition:  governing  body  and 

management. 

405.2137  Condition:  patient  care  plans. 

405.2138  Condition :  patients’ rights. 

406.2139  Condition :  medical  records. 

405.2140  Condition:  physical  environment. 

406.2160  Condition:  affiliation  agreement  or 

arrangement  (ESRD  Dialysis  fa¬ 
cility)  . 

405.2161  Condition:  director  of  an  ESRD 

dialysis  facility. 

405.2162  Condition:  staff  of  an  ESRD  dial¬ 

ysis  facility. 

405.2163  Condition:  minimal  service  re¬ 

quirements  for  an  ESRD  dialysis 
facility. 

405.2170  Condition:  director  of  an  ESRD 
Renal  Transplantation  Center. 
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Sec. 

405.2171  Condition:  minimal  service  re¬ 
quirements  for  a  Renal  Trans¬ 
plantation  Center. 

Appendix:  End -Stage  Renal  Disease  Net¬ 
work  Areas. 

Subpart  U — Conditions  for  Coverage  of 

Suppliers  of  End  Stage  Renal  Disease 

(ESRD)  Services 

§  405.2100  Scope  of  subpart. 

(a»  The  regulations  in  this  subpart 
prescribe  the  role  which  End-Stage  Renal 
Disease  (ESRD)  networks  will  have  in 
the  ESRD  program,  establish  the  mecha¬ 
nism  by  which  minimal  utilization  rates 
pursuant  to  section  226 (g>  of  the  Social 
Security  Act  (42  U.S.C.  426* g>)  will  be 
promulgated  and  applied,  and  describe 
the  health  and  safety  requirements  that 
facilities  furnishing  ESRD  care  to  bene¬ 
ficiaries  must  meet.  These  regulations 
further  prescribe  the  role  of  ESRD  net¬ 
works  in  providing  the  medical  review 
requirements  of  section  226(g)  prior  to 
and  following  the  establishment  of  Pro¬ 
fessional  Standards  Review  Organiza¬ 
tions  under  Part  B  of  Title  XI  of  the 
Social  Security  Act  (42  U.S.C.  1320c  et. 
seq.). 

(b)  The  general  objectives  of  the 
ESRD  program  are  contained  in 
§  405.2101,  and  general  definitions  are 
contained  in  §  405.2102.  The  provisions  of 
§§  405.2110-405.2111  discuss  the  estab¬ 
lishment  and  activities  of  ESRD  Net¬ 
works,  the  Network  Coordinating  Coun¬ 
cils,  and  the  Medical  Review  Boards. 
Sections  405.2120-405.2122  discuss  the 
establishment  of  minimal  utilization 
rates  and  the  requirements  for  approval 
of  facilities  with  respect  to  such  rates. 
Sections  405.2130-405.2140  discuss  gen¬ 
eral  requirements  for,  and  description  of, 
all  facilities  furnishing  ESRD  services. 
Sections  405.2160-405.2163  discuss  spe¬ 
cific  requirements  for  facilities  which 
furnish  ESRD  dialysis  services.  Sections 
405.2170  and  405.2171  discuss  specific  re¬ 
quirements  for  facilities  which  furnish 
ESRD  transplantation  services. 

(c)  The  provisions  of  this  subpart  are 
effective  (insert  date  30  days  following 
date  of  publication).  Notwithstanding 
such  effective  date,  the  provisions  of  the 
interim  regulations  in  §§  405.116(g), 
405.231(g)  and  (h),  and  the  Appendix 
to  Subpart  B  of  this  part  shall  continue 
in  effect  for  a  period  not  to  exceed  12 
months  following  such  effective  date,  for 
the  limited  purpose  of  assuring  an  orderly 
transition  from  such  interim  regulations 
to  the  provisions  of  this  subpart  and,  in 
particular,  so  that  facilities  approved  un¬ 
der  the  ESRD  program  pursuant  to  such 
Interim  regulations  which  do  not  also 
qualify  for  continued  approval  under  the 
terms  of  this  subpart,  may  be  phased  out 
of  the  Medicare  program  in  a  manner 
that  will  minimize  disruption  of  services 
to  ESRD  patients.  However,  beginning  6 
months  after  such  effective  date:  (1)  no 
further  exceptions  will  be  granted  under 
SS  405.116(g),  405.231(g)  and  (h),  and 
the  Appendix  to  Subpart  B  of  this  part; 
and  (2)  determinations  with  respect  to  a 


facility’s  approval  or  nonapproval  for  re¬ 
imbursement  under  this  subpart  will 
supersede  determinations  made  under 
such  interim  regulations. 

§  405.2101  Objectives  of  the  end-stage 
renal  disease  (ESRD)  program. 

The  objectives  of  the  end-stage  renal 
disease  program  are: 

(a)  To  assist  beneficiaries  who  have 
been  diagnosed  as  having  end-stage  renal 
disease  (ESRD)  to  receive  the  care  they 
need: 

(b)  To  encourage  proper  distribution 
and  effective  utilization  of  ESRD  treat¬ 
ment  resources  while  maintaining  or  im¬ 
proving  the  quality  of  care;  and 

(c)  To  provide  the  flexibility  neces¬ 
sary  for  the  efficient  delivery  of  appro¬ 
priate  care  by  physicians  and  facilities. 

§  405.2102  Definitions. 

As  used  in  this  subpart,  the  following 
definitions  apply: 

(a)  Agreement.  The  ESRD  facility  has 
an  agreement  whereby  another  facility 
assumes  responsibility  for  furnishing 
certain  services  to  patients  and  for  ob¬ 
taining  reimbursement  for  such  services. 

(b)  Arrangement.  The  ESRD  facility 
arranges  for  another  facility  to  furnish 
certain  services  to  patients  but  assumes 
responsibility  for  such  services  and  for 
obtaining  reimbursement  therefor. 

(c)  Dialysis.  A  process  by  which  dis¬ 
solved  substances  are  removed  from  a  pa¬ 
tient’s  body  by  diffusion  from  one  fluid 
compartment  to  another  across  a  semi- 
permeable  membrane.  The  two  types  of 
dialysis  which  are  currently  in  common 
clinical  practice  are  hemodialysis  and 
peritoneal  dialysis. 

(1)  Inpatient  Dialysis.  Dialysis  which, 
because  of  medical  necessity,  is  given  to 
an  ESRD  patient  on  a  temporary,  in¬ 
patient  basis  in  a  hospital. 

(2)  Chronic  Maintenance  Dialysis. 
Dialysis  which  is  regularly  given  to  an 
ESRD  patient  who  receives  treatments  on 
an  outpatient  basis.  This  process  can 
take  place  in  an  ESRD  facility  or  in  the 
home. 

(d)  End-Stage  Renal  Disease  (ESRD). 
That  stage  of  renal  impairment  which  Is 
virtually  always  irreversible  and  perma¬ 
nent,  and  requires  dialysis  or  kidney 
transplantation  to  ameliorate  uremic 
symptoms  and  maintain  life. 

(e)  Facility,  ESRD.  A  general  term 
which  describes  any  facility  that  fur¬ 
nishes  at  least  one  specific  ESRD  service 
(i.e.,  transplantation,  dialysis,  self-care 
dialysis  training,  organ  procurement,  or 
histocompatibility  testing) .  Such  facil¬ 
ities  are: 

(1)  Renal  Transplantation  Center.  A 
hospital  unit  which  furnishes  directly 
transplantation,  inpatient  dialysis,  and 
other  medical  and  surgical  specialty 
services  required  for  the  care  of  the 
ESRD  transplant  patients.  A  Renal 
Transplantation  Center  may  also  be  a 
Renal  Dialysis  Center. 

(2)  Dialysis  Facility,  ESRD.  A  unit 
which  furnishes  chronic  maintenance 
dialysis: 


(i)  Limited  Care  Dialysis  Facility.  A 
unit  which  furnishes  chronic  mainte¬ 
nance  dialysis  on  an  outpatient  basis. 

(ii)  Self-Care  Dialysis  Facility.  A  unit 
where  chronic  maintenance  dialysis  is 
performed  by  a  trained  patient  with  ap¬ 
propriate  professional  supervision  and 
assistance. 

(iii)  Self-Care  Dialysis  Training 
Facility.  A  unit  which  trains  patients  or 
their  helpers,  or  both,  to  perform  self- 
care  dialysis  in  a  self-care  dialysis  unit 
or  in  the  home. 

(iv)  Renal  Dialysis  Center.  A  facility 
which  directly  or  through  other  network 
facilities  furnishes  the  full  spectrum  of 
diagnostic,  therapeutic,  and  rehabilita¬ 
tive  services,  except  renal  transplanta¬ 
tions,  required  for  the  care  of  ESRD 
dialysis  patients. 

(3)  Organ  Procurement  Facility.  A 
unit  which  processes  the  acquisition  of 
cadaveric  donor  kidneys. 

(4)  Histocompatibility  Testing  Labora¬ 
tory.  A  laboratory  which  determines  the 
degree  of  compatibility  between  a  donor 
organ  and  a  potential  organ  transplant 
recipient. 

(f)  Furnishes  Directly.  The  ESRD 
facility  provides  the  service  through  its 
own  staff  and  employees,  or  through 
individuals  who  are  under  direct  contract 
to  furnish  such  services  personally  for 
the  facility  (i.e.,  not  through  “agree¬ 
ments”  or  “arrangements”) . 

(g)  Furnishes  on  the  Premises.  The 
ESRD  facility  furnishes  services  on  its 
main  premises;  or  on  its  other  premises 
that  are:  (1)  contiguous  with  or  in  im¬ 
mediate  proximity  to  the  main  premises; 
and,  (2)  under  the  direction  of  the  same 
professional  staff  and  governing  body  as 
the  main  premises. 

(h)  Medical  Care  Criteria.  Predeter¬ 
mined  elements  against  which  aspects  of 
the  quality  of  a  medical  service  may  be 
compared.  They  are  developed  by  pro¬ 
fessionals  relying  on  professional  ex¬ 
pertise  and  on  the  professional  literature. 

(1)  Medical  Care  Norms.  Numerical  or 
statistical  measures  of  usual  observed 
performance.  Norms  are  derived  from 
aggregate  information  related  to  the 
health  care  provided  to  a  large  number 
of  patients  over  a  period  of  time. 

(j)  Medical  Care  Standards.  Profes¬ 
sionally  developed  expressions  of  the 
range  of  acceptable  variation  from  a 
norm  or  criterion. 

(k)  Network,  ESRD.  An  organized 
group  of  ESRD  facilities  in  a  designated 
geographic  area  which  by  their  type  and 
location,  and  because  of  local  referral 
patterns,  collectively  furnish  the  neces¬ 
sary  care  for  ESRD  patients  in  the 
designated  area. 

(l)  Network  Coordinating  Council. 
(Also  referred  to  as  “Council”) .  A  group 
of  representatives  of  all  the  ESRD  treat¬ 
ment  facilities  in  a  network  which  acts 
as  an  administrative  governing  body  to 
the  network,  as  a  resource  to  community 
health  planners,  and  as  a  liaison  to  the 
Federal  government. 

(m)  Qualified  Personnel,  ESRD: — (1) 
Dietitian  ( Qualified ).  A  person  who: 
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(1)  Is  eligible  for  registration  by  the 
American  Dietetic  Association  under  its 
requirements  in  effect  on  the  publication 
of  these  regulations;  or 

(ii)  Has  a  baccalaureate  degree  with 
major  studies  in  food  and  nutrition  or 
dietetics. 

(2)  Medical  Record  Practitioner 
(.Qualified).  A  person  who: 

(i)  Is  eligible  for  certification  as  a 
Registered  Record  Administrator  (RRA) , 
or  as  an  Accredited  Record  Technician 
(ART) ,  by  the  American  Medical  Record 
Association  under  its  requirements  in  ef¬ 
fect  on  the  publication  of  these  regula¬ 
tions;  or 

(li)  Is  a  graduate  of  a  school  of  medi¬ 
cal  record  science  that  is  accredited 
jointly  by  the  Council  on  Medical  Educa¬ 
tion  of  the  American  Medical  Associa¬ 
tion  and  the  American  Medical  Record 
Association. 

(3)  Nurse  Responsible  for  Nursing 
Service  ( Qualified ) .  A  person  who: 

(i)  Is  licensed  as  a  registered  nurse 
by  the  State  in  which  practicing; 

(il)  Has  at  least  12  months  of  experi¬ 
ence  in  general  nursing;  and 

(ill)  Has  at  least  an  additional  6 
months  of  experience  in  an  ESRD  fa¬ 
cility,  including  training  in  and  experi¬ 
ence  with,  the  dialysis  process.  (In  those 
areas  where  a  nurse  with  the  additional 
6  months  of  experience  in  an  ESRD  fa¬ 
cility  is  not  available,  the  nurse  may  be 
qualified  with  only  3  months  of  such  ad¬ 
ditional  experience  subject  to  the  ap¬ 
proval  of  the  Secretary.) 

If  the  qualified  nurse  is  in  charge  of 
self-care  dialysis  training,  at  least  3 
months  of  the  total  required  ESRD  ex¬ 
perience  must  be  in  an  ESRD  self-care 
dialysis  training  facility. 

(4)  Physician-Director  ( Qualified ).  A 
physician  (see  section  1861  (r)  (1)  of  the 
Act)  who: 

(1)  Is  board  eligible  or  board  certified 
in  internal  medicine  or  pediatrics  by  a 
professional  board,  and  has  had  at  least 
12  months  of  experience  or  training  in  the 
care  of  patients  at  ESRD  facilities;  or 

(li)  During  the  five-year  period  prior 
to  the  effective  date  of  these  regulations, 
served  for  at  least  12  months  as  director 
of  an  ESRD  dialysis  facility  or  an  ESRD 
transplantation  facility. 

In  those  areas  where  a  qualified  phy¬ 
sician  is  not  available  to  direct  a  partici¬ 
pating  dialysis  facility,  another  physician 
(see  section  1861  (r)(l)  of  the  Act)  may 
direct  the  unit  subject  to  the  approval  of 
the  Secretary. 

(5)  Social  Worker  ( Qualified ) .  A  per¬ 
son  who: 

(I)  Is  licensed,  if  applicable,  by  the 
State  in  which  practicing;  and 

(II)  Is  a  graduate  of  a  school  of  social 
work  accredited  or  approved  by  the 
Council  on  Social  Work  Education. 

(6)  Transplantation  Surgeon  ( Quali¬ 
fied ) .  A  person  who: 

(1)  Is  board  eligible  or  board  certified 
in  general  surgery  or  urology  by  a  profes¬ 
sional  board;  and 

(ii)  Has  at  least  12  months  training 
or  experience  in  the  performance  of  renal 
transplantation  and  the  care  of  patients 
with  renal  transplants. 


(n)  Transplantation.  A  process  by 
which  a  kidney  is  excised  from  a  lire  or 
cadaveric  donor,  and  surgically  Implant¬ 
ed  in  an  ESRD  patient. 

§44)5.2110  Composition  and  functions 
of  an  end-alage  renal  disease  (ESRD) 
network. 

An  ESRD  network  contains  facilities 
which  together  allow  an  efficient  pattern 
of  referral  in  accordance  with  the  chang¬ 
ing  ESRD  care  needs  of  individual  pa¬ 
tients.  Each  network  includes  the  capa¬ 
bility  for  kidney  transplantation,  inpa¬ 
tient  dialysis,  chronic  maintenance  dialy¬ 
sis,  and  self -dialysis  training.  In  addition, 
each  Renal  Transplantation  Center  has 
the  capacity  to  furnish,  or  preferably  has 
arrangements  to  furnish,  those  other 
services  integral  to  kidney  transplanta¬ 
tion,  e.g.,  organ  procurement  and  histo¬ 
compatibility  testing.  The  component 
facilities  of  each  Network  establish  a 
Network  Coordinating  Council  (herein¬ 
after  referred  to  as  “Council”)  which  de¬ 
velops  operational  procedures  to  insure  a 
continuum  of  diagnosis,  treatment,  and 
follow-up  services,  and  maximum  quality 
care  at  all  levels  of  ESRD  therapy  so  that 
patients  will  have  access  to  any  type  of 
care  needed.  The  Council  establishes  a 
Medical  Review  Board  to  screen  the  ap¬ 
propriateness  of  patients  for  the  pro¬ 
posed  treatment  procedures.  Each  Coun¬ 
cil  establishes  goals  for  the  network  and 
has  a  written  plan  for  attaining  those 
goals. 

(a)  Standard:  criteria  for  approval  of 
network.  The  facilities  of  the  network  to¬ 
gether  furnish  the  full  spectrum  of  ESRD 
services  and  these  are  made  available  to 
all  ESRD  patients  by  agreements  and 
arrangements  among  the  facilities.  Net¬ 
works  are  approved  on  the  basis  of  the 
criteria  in  paragraphs  (a)(1),  (2),  and 
(3)  of  this  section,  but  these  criteria  do 
not  in  any  way  preclude  patient  choice 
of  physicians  or  of  facilities,  nor  do  they 
preclude  patient  referral  by  physicians 
to  a  facility  in  another  network. 

(1)  The  network,  through  its  compo¬ 
nent  facilities,  furnishes: 

(1)  Kidney  transplantation  through 
at  least  two  Renal  Transplantation 
Centers  (except  that  the  Secretary  may 
approve  a  network  having  a  single  Renal 
Transplantation  Center  when  necessary 
for  the  achievement  of  ESRD  program 
objectives  (8  405.2101) ) ; 

(il)  Inpatient  and  outpatient  dialysis; 
and 

(iii)  Self-dialysis  training. 

(2)  The  network  has  the  capability  for 
organ  (kidney)  procurement  and  histo¬ 
compatibility  testing,  or  arranges  for  the 
provision  of  such  services  by  facilities 
outside  the  network;  and 

(3)  Membership  in  a  network  is  open 
to  aU  ESRD  faculties  (as  defined  in 
§  405.2102(e) )  in  the  designated  network 
area  (8  405.2111). 

(b)  Standard:  Network  Coordinating 
Council.  The  CouncU  carries  out  the 
duties,  and  fulfills  the  purposes,  of  the 
network.  Each  facility  in  the  network 
furnishes  at  least  one  representative  to 
the  Council.  If  not  already  included 
among  such  representatives,  the  Council 


selects  the  following  additional  members 
from  within  the  network:  transplant 
surgeon;  internist- nephrologist;  pedia¬ 
trician  (pediatric  nephrologist  prefer¬ 
able)  ;  urologist;  psychiatrist;  director  of 
a  histocompatibility  testing  laboratory; 
chief  executive  officer  of  an  ESRD  facu¬ 
lty;  psychologist;  dietitian;  vocational 
rehabUitation  counselor;  ESRD  nurse; 
social  worker;  ESRD  dialysis  technician; 
and  three  informed  consumers. 

(1)  The  CouncU  develops  a  written 
plan  which  defines  the  network’s  objec¬ 
tives  and  the  manner  in  which  each  of 
the  objectives  is  to  be  implemented.  The 
Council  evaluates  the  progress  toward 
the  objectives  on  an  annual  basis,  and  re¬ 
vises  the  plan  each  year  to  take  into  ac¬ 
count  such  progress  and  changing  needs. 
The  plan  contains  the  following  ele¬ 
ments: 

(1)  A  statement  of  the  network  objec¬ 
tives; 

(ii)  Specific  plans  or  methods  for 
carrying  out  the  network  objectives; 

(iii)  A  description  of  the  mechanisms 
to  be  used  for  evaluation  of  progress  to¬ 
ward  meeting  the  network  objectives ; 

(iv)  Network  policies  and  procedures; 

(v)  Policies  and  procedures  for  gov¬ 
ernance  of  the  Council  including,  but  not 
limited  to,  the  frequency  and  type  of 
meetings,  quorum,  etc. ; 

(vi)  A  list  of  the  network’s  component 
facilities;  the  name(s)  of  the  facUity 
representative  (s) ;  the  ESRD  services 
each  facility  provides;  a  quantitative 
estimate  of  each  facility’s  capacity  to 
deliver  each  service. 

(2)  The  Council  submits  such  reports 
to  the  Secretary  as  he  may  require  for 
effective  administration  of  the  ESRD 
program. 

(3)  The  Council  submits  to  the  Secre¬ 
tary  within  2  months  after  each  calen¬ 
dar  year  an  annual  report  which  con¬ 
tains  the  following  information: 

(i)  The  ESRD  services  each  facility  in 
the  network  provides; 

(ii)  A  quantitative  estimate  of  each 
facility’s  capacity  to  deliver  each  serv¬ 
ice; 

(iU)  The  actual  utilization  rate  for 
each  ESRD  service  in  each  facility  for 
the  preceding  year; 

(iv)  The  anticipated  utilization  rate 
for  each  ESRD  service  in  each  facility 
for  the  subsequent  three -year  period; 
and 

(v)  A  statement  describing  the  ration¬ 
ale  for  the  participation  of  a  facility 
reporting  utilization  rates  which  do  not 
satisfy  the  standard  (s)  for  unconditional 
approval  (see  8  405.2130) . 

(4)  The  Council  confers  with  com¬ 
ponent  facilities  to  assist  each  with  the 
formulation  of  data  for  the  annual  re¬ 
port  (paragraph  (b)  (3)  of  this  section) . 

(5)  The  Council  provides  information 
to  the  Secretary  and,  upon  request,  to 
health  planning  agencies,  concerning 
current  and  projected  utilization  of  net¬ 
work  member  facilities,  thereby  assisting 
the  orderly  development  and  utilization 
of  ESRD  equipment  and  personnel  to 
meet  present  and  future  needs  of  pa¬ 
tients. 

(6)  The  Council  establishes  mecha¬ 
nisms  to  manage  the  administrative  and 
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financial  aspects  of  the  Council’s  activi¬ 
ties. 

(7)  When  the  Health  Systems  Agen¬ 
cies  (HSAs)  required  under  P.L.  93-641 
have  demonstrated  to  the  Secretary  their 
capacity  to  assume  responsibility  for  the 
functions  described  in  this  section,  the 
Secretary  may  assign  such  responsibility 
to  the  HSA’s.  The  Network  Coordinating 
Council  that  had  performed  these  ESRD 
functions  may  continue  to  perform  such 
functions  on  behalf  of  the  HSAs  if  they 
so  request. 

(c)  Standard:  Medical  Review  Board. 
Each  network  has  a  Medical  Review 
Board  to  screen  the  appropriateness  of 
ESRD  care,  treatment  procedures,  and 
services  delivered  to  ESRD  patients. 

(1)  The  Medical  Review  Board  con¬ 
sists  of  five  members;  the  members  (with 
designated  alternates)  are  appointed  by 
the  Council  as  follows:  (1)  a  transplant 
surgeon;  (ii)  an  internist  actively  en¬ 
gaged  in  ESRD  care;  (iii)  an  additional 
physician  actively  engaged  in  other  as¬ 
pects  of  ESRD  patient  care  (e.g.,  a  urolo¬ 
gist;  a  psychiatrist;  or  a  specialist 
(physician  or  nonphysician)  in  histo¬ 
compatibility  testing) ;  (iv)  a  registered 
nurse  experienced  in  ESRD  patient  care; 
and  (v)  a  social  worker  experience  in 
working  with  ESRD  patients.  In  pedi¬ 
atric  cases,  one  of  the  physician  mem¬ 
bers  of  the  Board  shall  be  a  pediatrician. 

(2)  The  Medical  Review  Board  per¬ 
forms  the  following  functions: 

(i)  Reviews  the  adequacy  of  patient 
selection  of  ESRD  care,  screens  the  ap¬ 
propriateness  of  patients  for  the  pro¬ 
posed  treatment  procedures  and  reviews 
the  appropriateness  of  the  treatment 
plans  for  ESRD  patients  based  on  in¬ 
formation  available  from  the  national 
ESRD  medical  information  system 
(S  405.2133)  and  the  patients’  charts  as 
needed; 

(ii)  Reviews  the  appropriateness  erf 
services  provided  to  patients  under  the 
ESRP  program,  including  but  not  lim¬ 
ited  to:  (1)  reviews  of  aggregate  patient 
outcome  data  and  patterns  of  care  fur¬ 
nished  by  physicians  and  facilities,  and 

(2)  indepth  reviews  of  individual  cases 
on  the  basis  of  samples  or  selections  ; 

(iii)  Reviews  the  appropriateness  of 
ancillary  medical  services; 

(iv)  Reviews  issues  referred  to  it  by 
carriers  and  intermediaries  concerning 
the  appropriateness  of  unusual  services; 
and 

(v)  Performs  studies  on  the  organiza¬ 
tion  and  delivery  of  health  care  services 
to  ESRD  patients,  or  with  respect  to 
other  Medical  Review  Board  functions 
enumerated  in  this  paragraph  (c)  (2) . 

(3)  In  performing  the  functions  enu¬ 
merated  in  paragraph  (c)  (2)  of  this 
section,  the  Board  utilizes  norms,  cri¬ 
teria,  and  standards  (8  405.2102(h),  (1), 
and  (J) )  adopted  by  the  Board  to  se¬ 
lect  from  a  large  number  of  cases  those 
requiring  indepth  review. 

(4)  On  the  basis  of  its  reviews  under 
paragraph  (c)  (2)  of  this  section,  the 
Medical  Review  Board  provides,  to  fa¬ 
cilities  in  the  network  and  to  physicians, 
written  recommendations  for  improve¬ 
ments  in  the  ESRD  care  of  individual 


patients  or  groups  of  patients  (or  both) . 
If  there  are  facilities  in  the  network,  or 
physicians,  that  continue  to  deliver  care 
which  the  Medical  Review  Board  con¬ 
siders  inappropriate  or  of  substandard 
quality,  the  Medical  Review  Board  pro¬ 
vides  all  facts  concerning  this  care  to 
the  Council  and  to  the  Secretary. 

(5)  No  person  serving  on  the  Medical 
Review  Board  has  review  responsibility 
for  a  case  in  which  he  has,  or  had,  any 
professional  involvement. 

(6)  No  person  serving  on  the  Medical 
Review  Board  with  a  financial  interest, 
direct  or  indirect,  in  a  facility  furnishing 
ESRD  services  may  review  the  ESRD 
services  of  that  facility. 

(7)  The  Medical  Review  Board  coordi¬ 
nates  its  activities  with  the  Professional 
Standards  Review  Organizations 
(PSRO)  in  its  designated  area. 

(8)  When  a  PSRO  has  demonstrated 
to  the  Secretary  its  capacity  to  assume 
responsibility  for  the  reviews  described 
in  paragraph  (c)  (2)  of  this  section,  the 
Secretary  may  assign  such  responsibility 
to  the  PSRO.  The  Medical  Review  Board 
that  had  performed  ESRD  care  review 
may  continue  to  perform  such  review  on 
behalf  of  the  PSRO  if  the  PSRO  so 
requests. 

§  405.2111  Designations  of  network 
areas;  approvals  of  functioning  net¬ 
works. 

The  Secretary  will  designate  ESRD 
network  areas  each  serving  a  minimum 
population  base  of  3.5  million  and 
preferably  a  larger  population,  and  will 
publish  notice  thereof  in  the  Federal 
Register,  as  an  Appendix  to  this  subpart. 
The  Secretary  may  designate  network 
areas  of  less  than  3.5  million  population 
when  necessary  for  the  achievement  of 
the  ESRD  program  objectives  (8  405.- 
2101).  A  network  area  may  cross  State 
and  HEW  Regional  boundaries,  but  will 
not  divide  PSRO  areas  or  Health  Serv¬ 
ice  Areas  (HSAs)  except  under  unusual 
circumstances  Indicating  that  program 
objectives  would  be  better  served  by  such 
divisions. 

With  respect  to  each  designated  ESRD 
network  area,  the  Secretary  will  deter¬ 
mine  whether  the  requirements  for  a 
functioning  network  (8  405.2110)  have 
been  met.  An  advance  determination  may 
be  made,  in  the  case  of  a  network  which 
has  not  yet  become  fully  established,  on 
the  basis  of  substantial  progress  toward 
establishment  as  evidenced  by: 

(a)  A  functioning  Network  Coordinat¬ 
ing  Council  (e.g.,  has  begun  holding 
meetings  pertinent  to  the  discharge  of  its 
responsibilities) ; 

(b)  A  Medical  Review  Board  which  is 
meeting  to  plan  to  perform  the  functions 
stated  in  8  405.2110(c)  (2) ; 

(c)  A  written  plan  (see  8  405.2110(b) 
(»);  and 

(d)  An  agreement  executed  by  each 
facility  desiring  to  participate  in  the  net¬ 
work  (see  8  405.2134). 

An  advance  determination  thus  made 
will  be  subject  to  verification  of  compli¬ 
ance  with  8  405.2110  within  a  reasonable 
time  thereafter,  on  the  basis  of  require¬ 
ments  for  fully  established  networks. 


§  405.2120  Minimal  utilization  rates: 
general. 

Section  226(g)  of  the  Social  Security 
Act  (42  UJ3.C.  426(g))  authorizes  the 
Secretary  to  limit'  reimbursement  for 
ESRD  care  to  those  facilities  which  meet 
such  requirements  as  the  Secretary  may 
prescribe,  including  minimal  utilization 
rates  for  covered  procedures.  The  mini¬ 
mal  utilization  rates,  which  are  explained 
and  specified  in  88  405.2121-405.2130, 
pertain  to  dialyses  and  transplantations. 
These  utilization  rates  may  be  changed 
from  time  to  time  in  accordance  with 
program  experience,  and  such  changes 
will  be  published  as  amendments  to 
these  regulations. 

A  facility  which  is  not  granted  an  ap¬ 
proval  as  to  its  utilization  rate(s)  for 
dialyses  or'  transplantations  in  one  of 
the  categories  described  in  8  405.2122(a) 
(l)-(3),  or  which  has  had  such  approval 
discontinued,  is  not  eligible  for  reim¬ 
bursement  under  title  XVIII  for  the 
ESRD  services  lacking  such  approval. 

§  405.2121  Basis  for  determining  min¬ 
imal  utilization  rates. 

In  developing  minimal  utilization 
rates,  the  Secretary  takes  into  account 
the  performance  of  ESRD  facilities,  the 
availability  of  care,  the  quality  of  care, 
and  the  efficient  utilization  of  equipment 
and  personnel,  based  on  the  following 
evidence : 

(a)  Information  obtained  from  the 
Network  Coordinating  Council  (see 
8  405.2110(b)(3))  and  other  sources 
covering  current  rates  of  utilization  in 
ESRD  facilities; 

(b)  Information  on  the  geographic 
distribution  of  ESRD  patients  and  facili¬ 
ties; 

(c)  Information  on  quality  of  care; 
and 

(d)  Information  on  operational  and 
management  efficiency. 

§  405.2122  Compliance  with  minimal 
utilization  rate(s) ;  types  and  dura¬ 
tions  of  approvals. 

(a)  Based  upon  the  minimal  utiliza¬ 
tion  rates  specified  in  8  405.2130,  ESRD 
facilities  may  he  approved  for  the  follow¬ 
ing  periods — (1)  Unconditional  approval. 
If  the  facility  meets  the  minimal  utiliza¬ 
tion  rate(s)  for  unconditional  approval, 
this  status  continues  until  subsequently 
reported  statistics  or  amended  minimal 
utilization  rates  require  the  facility’s  re¬ 
classification; 

(2)  Conditional  approval.  If  the 
facility  meets  the  minimal  utilization 
rate(s)  for  conditional  approval,  this 
status  continues  until  subsequently  re¬ 
ported  statistics  or  amended  minimal 
utilization  rates  require  the  facility’s  re¬ 
classification;  however,  a  facility  will  not 
be  granted  conditional  approval  for  more 
than  2  consecutive  years; 

(3)  Exception  status.  Under  unusual 
circumstances  the  Secretary  may  grant 
a  time-limited  exception,  not  exceeding 
one  year,  to  a  facility  which  is  not  in 
compliance  with  the  minimal  utilization 
rate(s)  for  either  unconditional  approval 
or  conditional  approval.  This  exception 
status  may  be  granted  where  rigid  ap¬ 
plication  of  minimal  utilization  rate  re- 
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quirements  would  adversely  affect  the 
achievement  of  EBRD  program  objec¬ 
tives.  Exception  status  may  be  granted 
for  reasons  that  Include,  but  are  not 
limited  to  the  following: 

(I)  The  facility  is  helping  to  overcome 
inadequate  access  to  EBRD  patient  care 
in  a  large  geographic  area  where  there 
are  too  few  patients  to  allow  the  facility 
to  satisfy  the  minimal  utilization  rate(s) ; 

(II)  The  facility  furnishes  a  necessary 
specialized  EBRD  service,  e.g.,  as  a  ma¬ 
jor  pediatric  referral  center  for  Renal 
Dialysis  and  Renal  Transplantation 
Centers  in  a  large  geographic  area; 

(III)  The  facility  Is  a  principal  referral 
ESRD  research  center,  i.e.,  conducts  a 
substantial  proportion  of  all  patient- 
related  ESRD  research  In  a  large  geo¬ 
graphical  area;  or 

(iv)  The  facility  has  recently  Initiated 
a  dialysis  or  transplantation  program,  or 
both,  and  is  proceeding  towards  meeting 
minimal  utilization  rates  on  the  basis  of 
a  plan  and  supporting  Information  sub¬ 
mitted  to  the  Secretary. 

The  determination  whether  to  grant 
an  exception  will  be  based.  In  part,  on 
the  documentation  furnished  by  a  facil¬ 
ity  and  its  Council  in  the  reports  sub¬ 
mitted  to  the  Secretary  (see  paragraphs 

(b)  and  (c)  of  this  section) . 

(b)  Initial  classification.  Six  months 
after  the  effective  date  of  this  subpart 
(see  §  405.2100(c)),  each  Renal  Trans¬ 
plantation  Center  and  each  dialysis  fa¬ 
cility  will  submit  to  the  Secretary 
through  its  Network  Coordinating  Coun¬ 
cil  a  report  on  the  number  of  trans¬ 
plants  and  dialyses  performed,  and  the 
number  of  dialysis  stations  operated,  at 
the  facility  during  the  period  from  Jan¬ 
uary  1,  1972,  through  December  31,  1974. 
Any  facility  reporting  data  not  satisfy¬ 
ing  the  standards  for  unconditional  ap¬ 
proval  ($  405.2130)  may  also  submit 
with  the  report  a  statement  which  offers 
rationale  for  the  granting  of  conditional 
approval  (paragraph  (a)  (2)  of  this  sec¬ 
tion)  or  an  exception  (paragraph  (a) 
(3)  of  this  section).  The  statement 
should  be  accompanied  by  comments 
from  the  Network  Coordinating  Council. 
The  Secretary  will  notify  each  facility 
as  well  as  the  Network  Coordinating 
Council  of  the  facility’s  initial  classifi¬ 
cation. 

(c)  Subsequent  classification.  Each 
Network  Coordinating  Council  is  re¬ 
quired  to  submit  an  annual  report  to  the 
Secretary,  by  the  last  day  of  February, 
showing  the  utilization  rates  for  the  pre¬ 
ceding  calendar  year  for  each  facility  in 
the  network  (5  405.2110(b)(3)).  The 
Secretary  reviews  the  approval  status  of 
each  facility  on  the  basis  of  a  comparison 
of  its  utilization  rates  with  the  published 
minimal  utilization  rates  for  that  year. 
Each  facility  as  well  as  the  Network  Co¬ 
ordinating  Council  is  notified  by  the  Sec¬ 
retary  of  its  subsequent  classification. 

(d)  For  purposes  of  reporting  utiliza¬ 
tion  rates: 

(1)  The  number  of  transplants  is  the 
number  performed  at  a  Renal  Trans¬ 
plantation  Center  (defined  in  §  405.2102 

(e) (7)); 

(2)  The  number  of  dialysis  stations  is 

(a)  the  number  used  for  either  ln- 
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patient  or  outpatient  ESRD  care  by  a 
Renal  Dialysis  Center  (defined  in 
5  405.2102(e)  (6) ),  and  (b)  the  number  of 
chronic  maintenance  dialysis  stations  in 
other  than  Renal  Dialysis  Centers; 

(3)  The  number  of  dialyses  performed 
per  dialysis  station  per  week  in  Renal 
Dialysis  Centers  includes  both  outpatient 
and  inpatient  dialyses  performed  on 
ESRD  patients,  whereas  all  other  dialysis 
facilities  will  report  only  outpatient 
dialyses  performed  on  ESRD  patients, 
including  self-care  patients. 

§  405.2130  Condition:  Minimal  utiliza¬ 
tion  rates. 

The  ESRD  facility  meets  the  applicable 
minimal  utilization  rate(s)  indicated 
below  for  unconditional  or  conditional 
approval,  unless  granted  exception  status 
in  accordance  with  5  405.2122(a)(3): 

(a)  Standard:  Renal  Transplantation 
Center. 

(1)  Unconditional  approval:  25  or 
more  transplants  performed  per  year. 

(2)  Conditional  approval:  15  to  24 
transplants  performed  per  year. 

(b)  Standard:  Dialysis  facility. 

(1)  For  any  facility  located  within  a 
standard  metropolitan  statistical  area  of 
500,000  population  or  greater: 

(1)  Unconditional  Approval — 6  or 
more  dialysis  stations  with  performance 
of  an  average  of  4.5  or  more  dialyses  per 
station  per  week; 

(ii)  Conditional  Approval — 6  or  more 
dialysis  stations  with  performance  of  an 
average  of  between  4.0  and  4.5  dialyses 
per  station  per  week;  or  4  or  5  dialysis 
stations  with  performance  of  an  average 
of  4.5  or  more  dialyses  per  station  per 
week. 

(2)  For  any  facility  located  in  a 
standard  metropolitan  statistical  area  of 
less  than  500,000  population,  or  in  an 
area  not  included  in  a  standard  metro¬ 
politan  statistical  area: 

(i)  Unconditional  Approval — 3  or 
more  dialysis  stations  with  performance 
of  an  average  of  4.0  or  more  dialyses  per 
station  per  week ; 

(ii)  Conditional  Approval — 2  dialysis 
stations  with  performance  of  an  average 
of  4.0  or  more  dialyses  per  station  per 
week. 

§  405.2131  Condition:  hospital-oper¬ 

ated  ESRD  facility. 

An  ESRD  facility  (5  405.2102(e))  op¬ 
erated  by  a  hospital  may  qualify  for 
approval  and  be  reimbursed  under  the 
ESRD  program  only  if  the  hospital  is 
otherwise  an  approved  provider  in  the 
Medicare  program. 

§  405.2132  Condition:  fulfillment  of 
service  needs  in  network. 

The  facility,  or  an  expansion  of  the 
facility’s  capacity,  is  needed  to  Increase 
the  available  ESRD  services  which  would 
otherwise  be  inadequate  for  the  network 
area.  The  facility  furnishes  evidence  in 
support  of  its  request  for  approval  show¬ 
ing  that: 

(a)  There  are  ESRD  patients  In  (he 
network  area  for  whom  the  proposed 
services  of  the  facility  are  needed; 

(b)  These  patients  cannot  be  expected 
to  receive  appropriate  therapy  from 
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another  ESRD  treatment  facility  in  the 
network  area;  and 

(c)  The  facility  is  qualified  to  furnish 
the  proposed  services. 

§  405.2133  Condition:  furnishing  data 
and  information  for  ESRD  program 
administration. 

The  ESRD  facility  furnishes  data  and 
Information  in  the  manner  and  at  the 
intervals  specified  by  the  Secretary,  per¬ 
taining  to  its  ESRD  patient  care  ac¬ 
tivities  and  costs,  for  inclusion  in  a  na¬ 
tional  ESRD  medical  information  sys¬ 
tem  and  in  compilations  relevant  to  pro¬ 
gram  administration.  Such  information 
is  treated  as  confidential  when  it  per¬ 
tains  to  individual  patients  and  is  not 
disclosed  except  as  authorized  by  De¬ 
partment  regulations  on  confidentiality 
and  disclosure  (see  45  CFR  Part  5  and 
20  CFR  Parts  401  and  422  (Subpart  E) ) . 

§  405.2134  Condition:  Membership  in 
a  network. 

Six  months  after  the  effective  date  of 
this  subpart,  the  ESRD  facility  must 
have  executed  a  membership  agreement 
with  an  approved  network  and  must  be 
providing  representation  to  the  Network 
Council. 

(a)  Standard:  membership  agreement. 
The  membership  agreement  is  signed  by 
an  authorized  individual  on  behalf  of  the 
facility,  providing  for  the  facility’s  par¬ 
ticipation  in  Council  activites. 

(b)  Standard:  representation.  The  fa¬ 
cility  appoints  at  least  one  representa¬ 
tive  to  the  Council  and  more  than  one 
representative,  when  necessary,  (5  405.- 
2110(b)),  for  proper  administration  of 
the  Network’s  general  program 
functions. 

§  405.2135  Condition:  compliance  with 
Federal,  State  and  local  laws  and  reg¬ 
ulations. 

The  ESRD  facility  is  in  compliance 
with  applicable  Federal,  State  and  local 
laws,  and  regulations. 

(a)  Standard:  licensure.  Where  State 
or  applicable  local  law  provides  for  the 
licensing  of  ESRD  facilities,  the  facility 
is: 

(1)  Licensed  pursuant  to  such  law;  or 

(2)  Approved  by  the  agency  of  such 
State  or  locality  responsible  for  such  li¬ 
censing  as  meeting  the  standards  estab¬ 
lished  for  such  licensing. 

(b)  Standard:  licensure  or  registration 
of  personnel.  Each  staff  member  is  cur¬ 
rently  licensed  or  registered  in  accord¬ 
ance  with  applicable  law. 

(c)  Standard:  conformity  with  other 
laws.  The  facility  is  in  conformity  with 
applicable  laws  and  regulations  pertain¬ 
ing  to  fire  safety,  equipment,  and  other 
relevant  health  and  safety  requirements. 

§405.2136  Condition:  governing  body 
and  management. 

The  ESRD  facility  is  under  the  con¬ 
trol  of  an  identifiable  governing  body,  or 
designated  person (s)  so  functioning, 
with  full  legal  authority  and  responsibil¬ 
ity  for  the  governance  and  operation  of 
the  facility.  The  governing  body  adopts 
and  enforces  rules  and  regulations  rela¬ 
tive  to  its  own  governance  and  to  the 
health  care  and  safety  of  patients,  to  the 
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protection  of  the  patients’  personal  and 
property  rights,  and  to  the  general  oper¬ 
ation  of  the  facility.  The  governing  body 
receives  and  acts  upon  recommendations 
and  communications  from  the  Medical 
Review  Board  and  the  Network  Coordi¬ 
nating  Council.  The  governing  body  ap¬ 
points  a  chief  executive  officer  who  is  re¬ 
sponsible  for  the  overall  management  of 
the  facility. 

(a)  Standard:  disclosure  of  oumership. 
The  ESRD  dialysis  and/or  transplant 
facility  supplies  full  and  complete  infor¬ 
mation  to  the  State  survey  agency 
(§  405.1902(a) )  as  to  the  identity  of: 

(1)  each  person  who  has  any  direct 
or  indirect  ownership  interest  of  10  per 
centum  or  more  in  the  facility,  or  who  is 
the  owner  (in  whole  or  in  part)  of  any 
mortgage,  deed  of  trust,  note,  or  other 
obligation  secured  (in  whole  or  in  part) 
by  the  facility  or  any  of  the  property  or 
assets  of  the  facility;  (2)  each  officer  and 
director  of  the  corporation,  if  the  facil¬ 
ity  is  organized  as  a  corporation;  and  (3) 
each  partner,  if  the  facility  is  organized 
as  a  partnership;  and  promptly  reports 
to  the  State  survey  agency  any  changes 
which  would  affect  the  current  accuracy 
of  the  information  so  required  to  be 
supplied. 

(b)  Standard:  operational  objectives. 
The  operational  objectives  of  the  ESRD 
dialysis  and/or  transplant  facility,  in¬ 
cluding  the  services  that  it  provides,  are 
established  by  the  governing  body  and 
delineated  in  writing. 

The  governing  body  adopts  effective 
administrative  rules  and  regulations 
that  are  designed  to  safeguard  the  health 
and  safety  of  patients  and  to  govern  the 
general  operations  of  the  facility,  in  ac¬ 
cordance  with  legal  requirements.  Such 
rules  and  regulations  are  in  writing  and 
dated.  The  governing  body  ensures  that 
they  are  operational,  and  that  they  are 
reviewed  at  least  annually  and  revised 
as  necessary. 

(1)  The  objectives  of  the  facility  are 
formulated  in  writing  and  clearly  stated 
in  documents  appropriate  for  distribu¬ 
tion  to  patients,  facility  personnel,  and 
the  public. 

(2)  A  description  of  the  services  pro¬ 
vided  by  the  facility,  together  with  a  cat¬ 
egorical  listing  of  the  types  of  diagnostic 
and  therapeutic  procedures  that  may  be 
performed,  is  readily  available  upon  re¬ 
quest  to  all  concerned. 

(3)  Criteria  defining  patient  eligibility 
for  services  are  developed  by  the  facil¬ 
ity  and  are  readily  available  to  all  con¬ 
cerned  to  ensure  equitable  access  to  such 
service. 

(4)  The  operational  objectives  and  ad¬ 
ministrative  rules  and  regulations  of  the 
facility  are  reviewed  at  least  annually 
and  revised  as  necessary  by  the  adminis¬ 
trative  staff,  medical  director,  and  other 
appropriate  personnel  of  the  facility,  and 
are  adopted  when  approved  by  the  gov¬ 
erning  body. 

(5)  There  is  a  written  requirement 
that  the  governing  body  receive  all  rec¬ 
ommendations  and  communications  from 
the  Medical  Review  Board  and  the  Net¬ 
work  Coordinating  Council  and  appro¬ 


priately  act  on  such  recommendations 
and  communications. 

(c)  Standard:  chief  executive  officer. 
The  governing  body  appoints  a  qualified 
chief  executive  officer  who,  as  the  ESRD 
dialysis  and/or  transplant  facility’s  ad¬ 
ministrator:  is  responsible  for  the  overall 
management  of  the  facility;  enforces  the 
rules  and  regulations  relative  to  the  level 
of  health  care  and  safety  of  patients,  and 
to  the  protection  of  their  personal  and 
property  rights;  and  plans,  organizes, 
and  directs  those  responsibilities  dele¬ 
gated  to  him  by  the  governing  body. 
Through  meetings  and  periodic  reports, 
the  chief  executive  officer  maintains  on¬ 
going  liaison  among  the  governing  body, 
medical  and  nursing  personnel,  and  other 
professional  and  supervisory  staff  of  the 
facility,  and  acts  upon  medical  recom¬ 
mendations  made  by  the  medical  staff, 
the  governing  body,  and  the  Medical  Re¬ 
view  Board.  In  the  absence  of  the  chief 
executive  officer,  a  qualified  person  is  au¬ 
thorized  in  writing  to  act  on  the  officer's 
behalf. 

(1)  The  governing  body  delineates  in 
writing  the  responsibilities  of  the  chief 
executive  officer,  and  ensures  that  he/she 
is  sufficiently  free  from  other  duties  to 
provide  effective  direction  and  manage¬ 
ment  of  the  operations  and  fiscal  affairs 
of  the  facility. 

(2)  The  chief  executive  officer  serves 
on  a  full-time  or  part-time  basis,  in  ac¬ 
cordance  with  the  scope  of  the  facility’s 
operations  and  administrative  needs,  and 
devotes  sufficient  time  to  the  conduct  of 
such  responsibilities. 

(3)  The  responsibilities  of  the  chief 
executive  officer  include  but  are  not  lim¬ 
ited  to: 

(i)  Implementing  the  policies  of  the 
facility  and  coordinating  the  provision 
of  services,  in  accordance  with  delega¬ 
tions  by  the  governing  body. 

(ii)  Organizing  and  coordinating  the 
administrative  functions  of  the  facility, 
redelegating  duties  as  authorized,  and  es¬ 
tablishing  formal  means  of  accountability 
for  those  involved  in  patient  care. 

(iii)  Authorizing  expenditures  in  ac¬ 
cordance  with  established  policies  and 
procedures. 

(iv)  Familiarizing  the  staff  with  the 
facility’s  policies,  rules,  and  regulations, 
and  with  applicable  Federal,  State,  and 
local  laws  and  regulations. 

(v)  Maintaining  and  submitting  such 
records  and  reports,  including  a  chrono¬ 
logical  record  of  services  provided  to  pa¬ 
tients,  as  may  be  required  by  the  facility’s 
internal  committees  and  governing  body, 
the  Medical  Review  Board  (§  405.2110), 
and  governmental  agencies. 

(vi)  Participating  in  the  development, 
negotiation,  and  implementation  of 
agreements  or  contracts  into  which  the 
facility  may  enter,  including  network 
agreements,  (§405.2134),  subject  to  ap¬ 
proval  by  the  governing  body  of  such 
agreements  or  contracts. 

(vii)  Participating  in  the  development 
of  the  organizational  plan  and  ensuring 
the  development  and  Implementation  of 
an  accounting  and  reporting  system,  in¬ 
cluding  annual  development  of  a  de¬ 


tailed  budgetary  program,  maintenance 
of  fiscal  records,  and  quarterly  submis¬ 
sion  to  the  governing  body  of  reports 
of  expenses  and  revenues  generated 
through  the  facility’s  operation. 

(viii)  Ensuring  that  the  facility  em¬ 
ploys  the  number  of  qualified  personnel 
needed;  that  all  employees  have  appro¬ 
priate  orientation  to  the  facility  and 
their  work  responsibilities  upon  employ¬ 
ment;  and  that  they  have  an  opportunity 
for  continuing  education  and  related  de¬ 
velopment  activities. 

(d)  Standard:  institutional  planning. 
The  ESRD  dialysis  and/or  transplant 
facility  has  an  institutional  plan  that: 

(1)  Is  prepared  under  the  direction  of 
the  governing  body  by  a  committee  con¬ 
sisting  of  representatives  of  the  govern¬ 
ing  body,  the  administrative  staff,  and 
the  professional  staff ; 

(2)  Provides  for  an  annual  operating 
budget  which  includes  all  anticipated  in¬ 
come  and  expenses  related  to  items 
which,  under  generally  accepted  ac¬ 
counting  principles,  would  be  considered 
income  and  expense  items  (except  that 
nothing  in  this  paragraph  shall  require 
that  there  be  prepared,  in  connection 
with  any  budget,  an  item-by-item  iden¬ 
tification  of  the  components  of  each  type 
of  anticipated  expenditure  of  income) ; 

(3)  Provides  for  a  capital  expenditures 
plan  for  at  least  a  3 -year  period  (includ¬ 
ing  the  year  to  which  the  operating 
budget  described  in  paragraph  (d)  (2)  of 
this  section  is  applicable)  which  includes 
and  identifies  in  detail  the  anticipated 
sources  of  financing  for,  and  the  objec¬ 
tives  of,  each  anticipated  expenditure  in 
excess  of  $100,000  related  to  the  acquisi¬ 
tion  of  land,  the  improvement  of  land, 
buildings,  and  equipment,  and  the  re¬ 
placement,  modernization,  and  expan¬ 
sion  of  the  buildings  and  equipment 
which  under  generally  accepted  account¬ 
ing  principles,  would  be  considered  cap¬ 
ital  items;  and 

(4)  Provides  for  review  and  updating 
of  the  Institutional  plan  at  least  an¬ 
nually. 

(e)  Standard:  personnel  policies  and 
procedures.  The  governing  body,  through 
the  chief  executive  officer  of  the  ESRD 
dialysis  and/or  transplant  facility,  is  re¬ 
sponsible  for  maintaining  and  imple¬ 
menting  written  personnel  policies  and 
procedures  that  support  sound  patient 
care  and  promote  good  personnel  prac¬ 
tices.  These  policies  and  procedures  en¬ 
sure  that: 

(1)  All  members  of  the  facility’s  staff 
are  qualified  to  perform  the  duties  and 
responsibilities  assigned  to  them  and 
meet  such  Federal,  State,  and  local  pro¬ 
fessional  requirements  as  may  apply. 

(2)  A  safe  and  sanitary  environment 
for  patients  and  personnel  exists,  and 
that  incidents  and  accidents  to  patients 
and  personnel  are  reviewed  to  identify 
health  and  safety  hazards.  Health  super¬ 
vision  of  personnel  is  provided,  and  they 
are  referred  for  periodic  health  exam¬ 
inations  and  treatments  as  necessary  or 
as  required  by  Federal,  State,  and  local 
laws. 
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(3)  If  the  services  of  trainees  are  uti¬ 
lized  in  providing  ESRD  services,  such 
trainees  are  under  the  direct  supervision 
of  qualified  professional  personnel. 

(4)  Complete  personnel  records  are 
maintained  on  all  personnel.  These  in¬ 
clude  health  status  reports,  resumes  of 
training  and  experience,  and  current  job 
descriptions  that  reflect  the  employees’ 
responsibilities  and  work  assignments. 

(5)  Personnel  policies  are  written  and 
made  available  to  all  personnel  in  the 
facility.  The  policies  provide  for  an  effec¬ 
tive  mechanism  to  handle  personnel 
grievances. 

(6)  All  personnel  of  the  facility  par¬ 
ticipate  in  educational  programs  on  a 
regular  basis.  These  programs  cover  ini¬ 
tial  orientation,  and  continuing  inservlce 
training,  including  procedures  for  infec¬ 
tion  control.  Records  are  maintained 
showing  the  content  of  training  sessions 
and  the  attendance  at  such  sessions. 

(7)  Procedures  manuals  are  main¬ 
tained,  periodically  updated,  and  made 
available  to  all  personnel  involved  in 
patient  care. 

(f)  Standard:  use  of  outside  resources. 
If  the  ESRD  dialysis  and/or  transplant 
facility  makes  arrangements  for  the  pro¬ 
vision  of  a  specific  service  as  authorized 
in  these  regulations,  the  responsibilities, 
functions,  objectives,  and  .the  terms  of 
each  arrangement,  including  financial 
provisions  and  charges,  are  delineated  in 
a  document  signed  by  an  authorized  rep¬ 
resentative  of  the  facility  and  the  person 
or  agency  providing  the  service.  Docu¬ 
ments  pertaining  to  arrangements  for 
services  specify  that  the  facility  assumes 
professional  and  administrative  respon¬ 
sibility  for  the  services  rendered.  The 
outside  resource,  when  acting  as  a  con¬ 
sultant,  apprises  the  chief  executive  offi¬ 
cer  and  attending  physician  of  recom¬ 
mendations,  plans  for  implementation, 
and  continuing  assessment  through 
dated,  signed  reports,  which  are  retained 
by  the  chief  executive  officer  for  follow¬ 
up  action  and  evaluation  of  perform¬ 
ance. 

(g)  Standard:  patient  care  policies. 
The  ESRD  dialysis  and/or  transplant 
facility  has  written  policies,  approved  by 
the  governing  body,  concerning  the  pro¬ 
vision  of  dialysis  and  other  ESRD  serv¬ 
ices  to  patients.  These  policies  are 
developed  by  the  physician  responsible 
for  supervising  and  directing  the  provi¬ 
sion  of  ESRD  services,  or  the  facility’s 
organized  medical  staff  (if  there  is  one) , 
with  the  advice  of  (and  with  provision 
for  review  of  such  policies  from  time  to 
time,  but  at  least  annually,  by)  a  group 
of  professional  personnel  associated  with 
the  facility,  including  one  or  more  physi¬ 
cians  and  one  or  more  registered  nurses 
experienced  in  rendering  ESRD  care. 

(1)  The  patient  care  policies  cover  the 
following: 

(i)  Scope  of  services  provided  by  the 
facility  (either  directly  or  under  arrange¬ 
ment). 

(A)  Admission  and  discharge  policies 
(in  relation  to  both  in-facility  care  and 
self-care  or  home  care) . 

(ill)  Medical  supervision  and  physician 
services. 


(lv)  Patient  care  plans  and  methods  of 
Implementation. 

(v)  Care  of  patients  in  medical  and 
other  emergencies. 

(vi)  Pharmaceutical  services. 

(vii)  Medical  records  (including  those 
maintained  in  the  ESRD  facility  and  in 
the  patients’  homes,  to  ensure  continuity 
of  care). 

(viii)  Administrative  records. 

(ix)  Use  and  maintenance  of  the  physi¬ 
cal  plant  and  equipment. 

(x)  Consultant  qualifications,  func¬ 
tions,  and  responsibilities. 

(xi)  Surveillance  of  home  adaptation 
if  the  facility  has  responsibility  for  home 
dialysis  patients. 

(2)  The  physician-director  of  the  facil¬ 
ity  is  designated  in  writing  to  be  respon¬ 
sible  for  the  execution  of  patient  care 
policies.  If  the  responsibility  for  day-to- 
day  execution  of  patient  care  policies  has 
been  delegated  by  a  physician  director  to 
a  registered  nurse,  the  physician-director 
provides  medical  guidance  to  the  nurse 
in  such  matters. 

(3)  The  facility  policy  provides  that 
hours  for  dialysis  are  scheduled  for  pa¬ 
tient  convenience  and  that,  whenever 
feasible,  arrangements  are  made  to 
accommodate  employed  patients  who 
wish  to  be  dialyzed  during  their  non¬ 
working  hours. 

(4)  The  governing  body  adopts  policies 
to  ensure  there  is  evaluation  of  the 
progress  each  patient  is  making  toward 
the  goals  stated  in  the  patient’s  care  plan 
(8  405.2137) .  Such  evaluations  are  car¬ 
ried  out  through  regularly  scheduled 
conferences,  with  participation  by  the 
staff  involved  in  the  patient’s  care. 

(h)  Standard  :  medical  supervision  and 
emergency  coverage.  The  governing  body 
of  the  ESRD  dialysis  and/or  transplant 
facility  ensures  that  the  health  care  of 
every  patient  is  under  the  continuing 
supervision  of  a  physician  and  that  a 
physician  is  available  in  emergency 
situations. 

(1)  The  physician  responsible  for  the 
patient’s  medical  supervision  evaluates 
the  patient’s  immediate  and  long-term 
needs  and  on  this  basis  prescribes  a 
planned  regimen  of  care  which  covers 
Indicated  dialysis  and  other  ESRD  treat¬ 
ments,  services,  medications,  diet,  spe¬ 
cial  procedures  recommended  for  the 
health  and  safety  of  the  patient,  and 
plans  for  continuing  care  and  discharge. 

(2)  Hie  governing  body  ensures  that 
there  is  24-hour,  7-day  a  week  medical 
coverage  so  that  there  is  always  avail¬ 
able  medical  care  for  emergencies.  There 
is  posted  at  the  nursing/monitoring  sta¬ 
tion  a  roster  with  the  names  of  the  physi¬ 
cians  to  be  called,  when  they  are  avail¬ 
able  for  emergencies,  and  how  they  can 
be  reached. 

(1)  Standard:  medical  staff.  The  gov¬ 
erning  body  of  the  ESRD  dialysis  and/or 
transplant  facility  designates  a  qualified 
physician  (see  8  405.2102(m)  (4))  as  di¬ 
rector  of  the  ESRD  services;  the  appoint¬ 
ment  is  made  upon  the  recommendation 
of  the  facility’s  organized  medical  staff, 
if  there  is  one.  The  governing  body  estab¬ 
lishes  written  policies  regarding  the  de¬ 
velopment,  negotiation,  consummation, 


evaluation,  and  termination  of  appoint¬ 
ments  to  the  medical  staff. 

§405.2137  Condition:  patient  care 
plans. 

There  is  a  written  patient  care  plan 
for  every  patient  of  the  ESRD  dialysis 
and/or  transplant  facility,  based  on  the 
nature  of  the  illness,  treatment  pre¬ 
scribed,  long-term  and  short-term  goals 
and  other  pertinent  information. 

(a)  Standard:  personalized  plans.  The 
patient  care  plan  is  personalized  for  the 
individual  patient.  It  indicates  what 
ESRD  and  other  care  is  needed,  how  it 
can  best  be  accomplished,  and  what  mod¬ 
ifications  are  necessary  to  achieve  the 
best  results.  The  patient  is  involved  in 
the  development  of  the  plan,  and  due 
consideration  is  given  to  the  patient’s 
preferences. 

(b)  Standard:  physician  involvement. 
The  patient  care  plan  is  developed  on  the 
basis  of  the  physician’s  prescribed  regi¬ 
men  of  treatment,  with  the  involvement 
of  other  professional  personnel  who  par¬ 
ticipate  in  the  patient’s  care.  The  patient 
care  plan  is  reviewed  and  revised,  as 
necessary,  in  order  to  ensure  that  it  pro¬ 
vides  for  the  ongoing  needs  of  the  patient. 

§  405.2138  Condition:  patients’  rights. 

The  governing  body  of  the  ESRD 
dialysis  and/or  transplant  facility  adopts 
written  policies  regarding  the  rights  and 
responsibilities  of  patients  and,  through 
the  chief  executive  officer,  is  responsible 
for  development  of,  and  adherence  to, 
procedures  implementing  such  policies. 
These  policies  and  procedures  are  made 
available  to  patients  and  any  guardians, 
next  of  kin,  sponsoring  agency (ies),  rep¬ 
resentative  payees  selected  pursuant  to 
section  205(j)  of  the  Social  Security  Act 
and  Subpart  Q  of  Part  404  of  this  Chap¬ 
ter,  and  to  the  public.  The  staff  of  the  fa¬ 
cility  is  trained  and  involved  in  the  exe¬ 
cution  of  such  policies  and  procedures. 
The  patients’  rights  policies  and  proce¬ 
dures  ensure  that  all  patients  treated  in 
the  facility: 

(1)  Are  fully  informed  of  these  rights 
and  responsibilties,  and  of  all  rules  and 
regulations  governing  patient  conduct 
and  responsibilties; 

(2)  Are  fully  informed  of  services 
available  in  the  facility  and  of  related 
charges  including  any  charges  for  serv¬ 
ices  not  covered  under  titles  XVIII  or 
XIX  of  the  Social  Security  Act; 

(3)  Are  fully  informed  by  a  physician 
of  their  medical  condition  unless  medi¬ 
cally  contraindicated  (as  documented  in 
their  medical  records)  and  are  afforded 
the  opportunity  to  participate  in  the 
planning  of  their  medical  treatment  and 
to  refuse  to  participate  in  experimental 
research; 

(4)  Are  encouraged  and  assisted  to 
understand  and  exercise  their  rights. 
Grievances  and  recommended  changes  in 
policies  and  services  may  be  addressed 
to  facility  staff,  the  Council,  or  any  other 
representatives,  free  from  restraint.  In¬ 
terference,  coercion,  discrimination  or 
reprisal; 

(5)  Are  assured  confidential  treatment 
of  their  personal  and  medical  records, 
and  may  approve  or  refuse  release  of  such 
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records  to  any  individual  outside  the 
facility,  except  in  case  of  their  transfer 
to  another  health  care  institution  or  as 
required  by  law  or  third-party  contract; 

(6)  Are  treated  with  consideration, 
respect,  and  full  recognition  of  their  in¬ 
dividuality  and  personal  needs,  including 
the  need  for  privacy  in  treatment.  Pro¬ 
vision  is  made  for  translators  where  a 
significant  number  of  patients  exhibit 
language  barriers;  and 

(7)  Except  in  a  medical  emergency „ 
are  not  transferred  or  discharged,  nor  is 
treatment  altered  radically,  without 
consultation  with  the  patient  or,  if  in¬ 
competent,  without  prior  notification  of 
next  of  kin  or  sponsor. 

§  405.2139  Condition:  medical  records. 

The  ESRD  dialysis  and/or  transplant 
facility  maintains  complete  medical  rec¬ 
ords  on  all  patients  (i.e.,  those  receiving 
care  within  the  facility  and  those  self- 
care  or  home  dialysis  patients  for  whom 
the  facility  has  assumed  responsibility) 
in  accordance  with  accepted  professional 
standards  and  practices.  A  qualified 
member  of  the  facility’s  staff  is  desig¬ 
nated  to  serve  as  supervisor  of  medical 
records  services,  and  ensures  that  all 
records  are  properly  documented,  com¬ 
pleted,  and  preserved.  The  medical 
records  are  completely  and  accurately 
documented,  readily  available,  and 
systematically  organized  to  facilitate  the 
compilation  and  retrieval  of  information. 

(a)  Standard:  medical  record.  Each 
patient’s  medical  record  contains  suf¬ 
ficient  information  to  identify  the  patient 
clearly,  to  justify  the  diagnosis  and 
treatment,  and  to  document  the  results 
accurately.  All  medical  records  contain 
the  following  general  categories  of  in¬ 
formation:  Documented  evidence  of 
assessment  of  the  needs  of  the  patient, 
of  establishment  of  an  appropriate  plan 
of  treatment,  and  of  the  care  and  serv¬ 
ices  provided;  identification  and  social 
data;  signed  consent  forms;  referral  in¬ 
formation  with  authentication  of  diag¬ 
nosis;  medical  and  nursing  history  of 
patient;  report(s)  of  physician  examina¬ 
tion  (s)  ;  diagnostic  and  therapeutic 
orders,  observations,  and  progress  notes; 
reports  of  treatments  and  clinical  find¬ 
ings;  reports  of  laboratory  and  other 
diagnostic  tests  and  procedures;  and  dis¬ 
charge  summary  including  final  diagnosis 
and  prognosis. 

(b)  Standard:  protection  of  medical 
record  information.  The  facility  safe¬ 
guards  medical  record  information 
agains  loss,  destruction,  or  unauthorized 
use.  The  facility  has  written  policies  and 
procedures  which  govern  the  use  and 
release  of  information  contained  in  medi¬ 
cal  records.  Written  consent  of  the  pa¬ 
tient,  or  of  an  authorized  person  acting 
in  behalf  of  the  patient,  is  required  for 
release  of  information  not  provided  by 
law.  Medical  records  are  made  available 
under  stipulation  of  confidentiality  for 
Inspection  by  authorized  agents  of  the 
Secretary,  as  required  for  administration 
of  the  ESRD  program  under  Medicare. 

(c)  Standard:  medical  records  super¬ 
visor.  A  qualified  member  of  the  facility’s 
staff  is  designated  to  serve  as  supervisor 
of  the  facility’s  medical  records  service. 


The  functions  of  the  medical  records 
supervisor  Include,  but  are  not  limited 
to,  the  following:  Ensuring  that  the  rec¬ 
ords  are  documented,  completed,  and 
maintained  in  accordance  with  accepted 
professional  standards  and  practices; 
safeguarding  the  confidentiality  of  the 
records  in  accordance  with  established 
policy  and  legal  requirements;  ensuring 
that  the  records  contain  pertinent  medi¬ 
cal  information  and  are  filed  for  easy 
retrieval.  When  necessary,  consultation 
is  secured  from  a  qualified  medical  record 
practitioner. 

(d)  Standard:  Completion  of  medical 
records  and  centralization  of  clinical  in¬ 
formation.  Current  medical  records  and 
those  of  discharged  patients  are  com¬ 
pleted  promptly.  All  clinical  information 
pertaining  to  a  patient  is  centralized  in 
the  patient’s  medical  record. 

(e)  Standard:  retention  and  preserva¬ 
tion  of  records.  Medical  records  are  re¬ 
tained  for  a  period  of  time  not  less  than 
that  determined  by  the  State  statute 
governing  records  retention  or  statute  of 
limitations,  or  five  years  from  the  date 
of  discharge  in  the  absence  of  a  State 
statute,  or,  in  the  case  of  a  minor,  three 
years  sifter  the  patient  becomes  of  age 
under  State  law,  whichever  is  longest. 

(f)  Standard:  location  and  facilities. 
The  facility  maintains  adequate  facili¬ 
ties,  equipment,  and  space  conveniently 
located,  to  provide  efficient  processing  of 
medical  records  (e.g.,  reviewing,  filing, 
and  prompt  retrieval)  and  statistical 
medical  information  (e.g.,  required 
abstracts,  reports,  etc.). 

(g)  Standard:  transfer  of  medical  in¬ 
formation.  The  facility  provides  for  the 
interchange  of  medical  and  other  infor¬ 
mation  necessary  or  useful  in  the  care 
and  treatment  of  patients  transferred 
between  treating  facilities,  or  in  deter¬ 
mining  whether  such  patients  can  be 
adequately  cared  for  otherwise  than  in 
either  of  such  facilities. 

§  405.2140  Condition:  physical  environ¬ 
ment. 

The  physical  environment  in  which 
ESRD  services  are  furnished  affords  a 
functional,  sanitary,  safe,  and  comfort¬ 
able  setting  for  patients,  staff,  and  the 
public. 

(a)  Standard:  building  and  equip¬ 
ment.  The  physical  structure  in  which 
ESRD  services  are  furnished  is  con¬ 
structed,  equipped,  and  maintained  to  in¬ 
sure  the  safety  of  patients,  staff,  and  the 
public. 

(1)  Fire  extinguishers  are  convenient¬ 
ly  located  on  each  floor  of  the  facility 
and  in  areas  of  special  hazard.  Fire  reg¬ 
ulations  and  fire  management  procedures 
are  prominently  posted  and  properly 
followed. 

(2)  All  electrical  and  other  equipment 
used  in  the  facility  is  maintained  free  of 
defects  which  could  be  a  potential  haz¬ 
ard  to  patients  or  personnel.  There  is 
established  a  planned  program  of  pre¬ 
ventive  maintenance  of  equipment  used 
in  hemodialysis  and  related  procedures 
in  the  facility. 

(3)  The  areas  used  by  patients  are 
maintained  in  good  repair  and  kept  free 
of  hazards  such  as  those  created  by  dam¬ 


aged  or  defective  parts  of  the  building. 

(4)  An  emergency  electrical  service 
covers  the  fire  alarm  system  and  the 
lights  at  exits  and  corridors  used  by 
patients. 

(b)  Standard:  favorable  environment 
for  patients.  The  facility,  is  maintained 
and  equipped  to  provide  a  functional, 
sanitary,  and  comfortable  environment 
with  an  adequate  amount  of  well- 
lighted  space  for  the  services  provided. 

(1)  There  are  written  policies  and 
procedures  in  effect  for  preventing  and 
controlling  hepatitis  and  other  infec¬ 
tions.  As  a  minimum,  these  policies  and 
procedures  cover  the  provisions  of  appro¬ 
priate  sterile  techniques. 

(2)  Treatment  areas  are  designed  and 
equipped  to  provide  adequate  and  safe 
dialysis  therapy,  as  well  as  privacy  and 
comfort  for  patients. 

(3)  There  is  provided  a  nursing/ 
monitoring  station  from  which  adequate 
surveillance  of  patients  receiving  hemo¬ 
dialysis  services  can  be  made. 

(4)  Heating  and  ventilation  systems 
are  capable  of  maintaining  adequate  and 
comfortable  temperatures. 

(c)  Standard:  emergency  prepared¬ 
ness.  Policies  and  procedures  for  han¬ 
dling  emergencies  are  in  writing  and 
readily  available.  The  emergency  pre¬ 
paredness  pjan  is  tested  periodically  and 
reviewed  and  revised  as  necessary,  but 
at  least  annually.  Staff  are  knowledge¬ 
able  of  their  respective  roles  in  emer¬ 
gencies  and  are  trained  in  emergency 
life-saving  procedures  and  techniques. 

(1)  There  is  an  established  written 
plan  for  dealing  with  fire  and  other 
emergencies  which,  when  necessary,  is 
developed  in  cooperation  with  fire  and 
other  expert  personnel. 

(2)  All  personnel  are  trained,  as  part 
of  their  employment  orientation,  in  all 
aspects  of  preparedness  for  any  emer¬ 
gency  or  disaster.  The  emergency  pre¬ 
paredness  plan  provides  for  orientation 
and  regular  training  and  periodic  drills 
for  all  personnel  in  all  procedures  so 
that  each  person  promptly  and  cor¬ 
rectly  carries  out  a  specified  role  in  case 
of  an  emergency. 

(3)  There  Is  available  at  all  times  on 
the  premises  a  fully  equipped  emergency 
tray,  including  emergency  drugs,  medi¬ 
cal  supplies,  and  equipment,  and  staff 
are  trained  in  its  use. 

(4)  The  staff  is  familiar  with  the  use 
of  all  dialysis  equipment  and  procedures 
to  handle  medical  emergencies. 

§  405.2160  Condition:  affiliation  agree¬ 
ment  or  arrangement  (ESRD  facil¬ 
ity). 

An  ESRD  dialysis  facility  has  in  effect 
an  affiliation  agreement  or  arrangement, 
in  writing,  for  the  provision  of  inpatient 
care  and  other  hospital  services  with: 
(a)  a  Medicare  approved  Renal  Dialysis  / 
Center  (see  S  405.2102(e)  (6)),  and  (b)  a 
nearby  hospital  that  can  furnish  care  to 
the  dialysis  facility’s  patients  in  medical 
emergencies.  (The  requirement  in  (a)  of 
this  paragraph  does  not  apply  to  a  fa¬ 
cility  which  is  Itself  a  Renal  Dialysis 
Center,  nor  does  the  requirement  In  (b) 
of  tills  paragraph  apply  to  a  facility 
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which  Is  located  in  and  operated  by  a 
Medicare  approved  hospital.) 

The  affiliation  agreement  or  arrange¬ 
ment  provides  the  basis  for  effective 
working  relationships  under  which  In¬ 
patient  hospital  care  or  other  hospital 
services  are  available  promptly  to  the 
dialysis  facility’s  patients  when  needed. 
The  dialysis  facility  has  In  Its  files  docu¬ 
mentation  from  the  hospital  (s)  to  the 
effect  that  patients  from  the  dialysis  fa¬ 
cility  will  be  accepted  and  treated  in 
acute  medical  emergencies.  There  are 
reasonable  assurances  that: 

(a)  Transfer  or  referral  of  patients 
will  be  effected  between  the  hospital  and 
the  dialysis  facility  whenever  such  trans¬ 
fer  or  referral  is  determined  as  medically 
appropriate  by  the  attending  physician, 
with  timely  acceptance  and  admission; 

(b)  There  will  be  interchange  of  medi¬ 
cal  and  other  information  necessary  or 
useful  in  the  care  and  treatment  of  in¬ 
dividuals  transferred  or  referred  between 
the  facilities,  or  in  determining  whether 
such  individual  can  be  adequately  cared 
for  otherwise  than  in  either  of  such  fa¬ 
cilities;  and 

(c)  Security  and  accountability  for 
patients’  personal  effects  are  provided 
when  the  patient  is  transferred  to  the 
hospital. 

§  405.2161  Condition — Director  of  an 
ESRD  dialysis  facility. 

Treatment  is  under  the  general  super¬ 
vision  of  a  Director  who  is  a  physician. 
The  physician-director  need  not  devote 
full  time  as  Director  but  is  responsible 
for  planning,  organizing,  conducting, 
and  directing  the  professional  ESRD 
services  and  must  devote  sufficient  time 
to  carrying  out  these  responsibilities. 
The  director  may  also  serve  as  the  Chief 
Executive  Officer  of  the  facility. 

(a)  Standard:  qualifications.  The  di¬ 
rector  of  a  dialysis  facility  is  a  qualified 
physician-director.  (See  8  405.2102 (m) 

(4)) 

(b)  Standard:  responsibilities.  The 
responsibilities  of  the  physician-director 
include  but  are  not  limited  to  the  follow¬ 
ing: 

(1)  Participating  in  the  selection  of  a 
suitable  treatment  modality,  i.e.,  trans¬ 
plantation  or  dialysis,  and  dialysis  set¬ 
ting,  for  all  patients; 

(2)  Training,  or  assuring  adequate 
training,  of  nurses  and  technicians  in 
dialysis  techniques; 

(3)  Assuring  adequate  monitoring  of 
the  patient  and  the  dialysis  process; 

(4)  Assuring  the  development  and 
availability  of  a  policy  and  procedures 
manual  and  its  implementation.  As  a 
minimum,  the  manual  describes  the  types 
of  dialysis  used  In  the  facility  and  the 
procedures  followed  in  performance  of 
such  dialysis;  hepatitis  prevention  and 
procedures  for  handling  an  individual 
with  hepatitis;  and  a  disaster  prepared¬ 
ness  plan  <e.g.,  patient  emergency,  fire, 
flood);  and 

(5)  When  self-dialysis  training  is  of¬ 
fered,  assuring  that  patient  teaching 
materials  are  available  for  patient  use 
during  training  and  at  times  other  than 
during  the  dialysis  procedure. 


§  405.2162  Condition:  staff  of  an  ESRD 
dialysis  facility. 

Properly  trained  personnel  are  present 
in  adequate  numbers  to  meet  the  needs 
of  the  patients,  including  those  arising 
from  medical  and  nonmedical  emer¬ 
gencies. 

(a)  Standard:  registered  nurse.  The 
dialysis  facility  employs  at  least  one  full 
time  qualified  nurse  responsible  for  nurs¬ 
ing  service.  (See  8  405.2102(m)  (3) ) 

(b)  Standard:  on-duty  personnel. 
Whenever  patients  are  undergoing  dial¬ 
ysis,  other  than  self-care  dialysis,  one 
currently  licensed  health  professional 
(e.g.,  M.D.,  R.N.,  or  LPN)  experienced  in 
rendering  ESRD  care  is  on  duty  to  moni¬ 
tor  patient  vital  signs,  and  an  adequate 
number  of  personnel  are  present  or 
readily  available  to  meet  medical  and 
nonmedical  emergencies. 

(c)  Standard:  self-dialysis  training 
personnel.  If  the  facility  offers  self-care 
dialysis  training,  a  qualified  nurse  is  in 
charge  of  such  training  (see  8  405.2102 
(m)  (3) ). 

§  405.2163  Condition:  Minimal  service 
requirements  for  an  ESRD  dialysis 
facility. 

In  addition  to  chronic  maintenance 
dialysis,  the  facility  provides  adequate 
laboratory,  social,  and  dietetic  services  as 
needed  to  meet  the  needs  of  the  ESRD 
patient. 

(a)  Standard:  laboratory  services.  The 
dialysis  facility  makes  available,  directly 
or  by  arrangements,  laboratory  services, 
(other  than  the  specialty  of  tissue  pa¬ 
thology)  ,  which  are  available  to  meet  the 
needs  of  the  ESRD  patient.  Laboratory 
services  are  performed  either  by  a  Medi¬ 
care-approved  hospital  or  by  a  qualified 
Medicare-approved  independent  labora¬ 
tory  which,  notwithstanding  approval 
pursuant  to  Subparts  J,  M,  and  S,  as 
appropriate,  also  meets  8  405.1314(b)  (3) 
and  (5)  and  8  405.1317. 

(b)  Standard:  social  services.  Social 
services  are  furnished  by  a  qualified  so¬ 
cial  worker  (8  405.2102(m)  (5))  who  has 
an  employment  or  contractual  relation¬ 
ship  with  the  facility.  The  qualified  social 
worker  is  responsible  for  social  evalua¬ 
tions,  financial  advice  and  counseling, 
ongoing  social  services  and,  when  indi¬ 
cated,  referrals  for  vocational  rehabili¬ 
tation. 

(c)  Standard:  dietetic  services.  Each 
patient  is  evaluated  as  to  his  nutritional 
needs  by  the  attending  physician  in  con¬ 
sultation  with  a  qualified  dietitian 
(8  405.2120(m)  (1) ).  Therapeutic  diets 
are  prescribed  and  monitored  by  the  at¬ 
tending  physician  in  consultation  with 
the  dietitian.  When  the  need  is  Indicated, 
the  dietitian  provides  ongoing  dietary 
counseling. 

(d)  Standard:  self-care  dialysis  sup¬ 
port  services.  The  self-care  dialysis  train¬ 
ing  facility  furnishes  or  arranges  for  the 
furnishing  of  the  following  upon  com¬ 
pletion  of  the  training: 

(1)  Routine  medical  surveillance  of 
the  patient’s  medical  condition  and  home 
adaptation.  Including  provisions  for  visits 
to  the  home  or  the  facility  when  neces¬ 


sary; 

(2)  Installation  and  maintenance  of 
equipment;. 

(3)  Testing  and  appropriate  treatment 
of  the  water; 

’  (4)  Ordering  of  supplies  on  an  ongoing 
basis; 

(5)  Routine  consultation  for  the  pa¬ 
tient  with  a  qualified  social  worker  and  a 
qualified  dietitian;  and 

(6)  A  record-keeping  system  which  as¬ 
sures  continuity  of  care. 

(e)  Standard:  participation  in  recip¬ 
ient  registry.  The  dialysis  facility  partic¬ 
ipates  in  a  patient  registry  program  for 
patients  who  are  awaiting  cadaveric 
donor  transplantation. 

§  405.2170  Condition:  Director  of  * 
renal  transplantation  center. 

The  renal  transplantation  center  is 
under  the  general  supervision  of  a  quali¬ 
fied  transplantation  surgeon  (8  405.2102 
(m)  (6) )  or  a  qualified  physician-director 
(§  405.2102(m)  (4) ),  who  need  not  serve 
full  time.  This  physician  Is  responsible 
for  planning,  organizing,  conducting,  and 
directing  the  Renal  Transplantation 
Center  and  devotes  sufficient  time  to 
carry  out  these  responsibilities,  which  in¬ 
clude  but  are  not  limited  to  the  follow¬ 
ing: 

(a)  Participating  in  the  selection  of  a 
suitable  treatment  modality  for  each  pa¬ 
tient. 

(b)  Training,  or  assuring  adequate 
training,  of  nurses  in  the  care  of  trans¬ 
plant  patients. 

(c)  Assuring  that  tissue  typing  and 
organ  procurement  services  are  available 
either  directly,  by  arrangements,  or  by 
agreements. 

(d)  Assuring  that  transplantation  sur¬ 
gery  is  performed  under  the  direct  super¬ 
vision  of  a  qualified  transplantation 
surgeon. 

§  405.2171  Condition:  minimal  service 
requirements  for  a  renal  transplan¬ 
tation  center. 

Kidney  transplantation  is  furnished 
directly  by  a  hospital  which  is  partici¬ 
pating  as  a  provider  of  services  in  the 
Medicare  program  and  is  approved  by 
the  Secretary  as  a  Renal  Transplanta¬ 
tion  Center.  The  Renal  Transplantation 
Center  is  under  the  overall  direction  of 
a  hospital  administrator  and  medical 
staff;  if  operated  by  an  organizational 
subsidiary,  it  is  under  the  direction  of 
an  administrator  and  medical  staff  mem¬ 
ber  (or  committee)  who  are  directly  re¬ 
sponsible  to  the  hospital  administrator 
and  medical  staff,  respectively.  Patients 
are  accepted  for  transplantation  only  on 
the  order  of  a  physician  and  their  care 
continues  under  the  supervision  of  a 
physician. 

(a)  Standard:  participation  in  recip¬ 
ient  registry.  The  Renal  Transplanta¬ 
tion  Center  participates  in  a  patient 
registry  program  for  patients  who  are 
awaiting  cadaveric  donor  transplanta¬ 
tion. 

(b)  Standard:  social  services.  Social 
services  are  furnished  to  transplant  re¬ 
cipients  and  donors  by  a  qualified  social 
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worker  who  has  an  employment  or  con¬ 
tractual  relationship  with  the  facility. 
The  qualified  social  worker  is  responsible 
for  social  evaluations,  financial  advice 
and  counseling,  ongoing  social  services 
and,  when  indicated,  referral  for  voca¬ 
tional  rehabilitation. 

(c)  Standard:  laboratory  services.  The 
hospital  makes  available,  directly  or  by 
arrangements,  laboratory  services  to 
meet  the  needs  of  ESRD  patients.  Labo¬ 
ratory  services,  including  histocompati¬ 
bility  testing,  are  performed  either  by 
a  Medicare-approved  independent  labo¬ 
ratory  or  by  a  Medicare-approved  hos¬ 
pital  which,  notwithstanding  approval 
pursuant  to  Subparts  J,  M,  and  S,  as 
appropriate,  also  meets  §  405.1314(b)  (3) 
and  (5),  §405.1317,  and  (when  services 
are  furnished  in  the  specialty  of  tissue 
pathology)  §  405.1314(b)  (8)  (i) . 

(1)  The  following  laboratory  services 
are  available  on  a  24 -hour  emergency 
basis: 

(1)  ABO  blood  grouping: 

(ii)  HL-A  and  better-defined  W  anti¬ 
gens  with  adequately  maintained  typing 
reagents  and  with  retyping  and  updating 
as  needed; 

(iii)  Recipient  sera  screening  for  pre¬ 
formed  antibodies  with  a  suitable  lym¬ 
phocyte  panel;  and 

(iv)  Cross-matching  of  recipient  and 
donor  sera  for  preformed  antibodies  by 
at  least  two  sensitive  techniques. 

(2)  Available  laboratory  services  also 
include: 

(i)  Suitable  maintenance  of  recipient 
sera  and  typing  reagents;  and 

(ii)  Genotyping  for  honors  and  recipi¬ 
ents. 

Appendix 


ESRD  NETWORK  NO.  2 

The  State  of  Montana 
The  State  of  Oregon 
The  State  of  Washington 
The  State  of  Idaha 
The  State  of  Alaska 

ESRD  NETWORK  NO.  3 

The  following  counties  in  Northern  Cali- 


fornia: 

Alameda 

Nevada 

Alpine 

Placer 

Amador 

Plumas 

Butte 

Sacramento 

Calaveras 

San  Benito 

Colusa 

San  Francisco 

Contra  Costa 

San  Joaquin 

Del  Norte 

San  Mateo 

El  Dorado 

Santa  Clara 

Fresno 

Santa  Cruz 

Glenn 

Shasta 

Humboldt 

Sierra 

Lake 

Siskiyou 

Lassen 

Solano 

Madera 

Sonoma 

Marin 

Stanislaus 

Mariposa 

Sutter 

Mendocino 

Tehama 

Merced 

Trinity 

Modoc 

Tuolumne 

Mono 

Yolo 

Monterey 

Napa 

Yuba 

The  State  of 

Nevada  excluding  Clark 

county  which  Is  included  in  Network  area  4. 

ESED 

NETWORK  NO.  4 

The  following  counties  in  Southern  Cali¬ 
fornia: 

Imperial 

San  Bernardino 

Inyo 

San  Diego 

Kern 

San  Luis  Obispo 

Kings 

Santa  Barbara 

Los  Angeles 

Tulare 

Orange 

Riverside 

Ventura 

The  following  county  in  Southern  Nevada : 
Clark 

The  designation  of  network  areas  has  been 
preceded  by  extensive  consultation  with  rep¬ 
resentatives  of  governmental  agencies  at  ail 
levels  and  with  local  ESRD  patient  care 
providers  who  are  knowledgeable  about  exist¬ 
ing  patient  referral  patterns.  The  network 
areas  proposed  have  been  designed  to  en¬ 
able  network  organizations  to  carry  out  their 
required  functions  and  to  provide  for  ESRD 
patient  care  referrals,  with  minimal  need 
for  reliance  on  resources  located  outside  the 
designated  network  area.  Each  network  area 
Includes  a  minimum  population  of  3.5  mil¬ 
lion,  except  for  4  network  areas  where  this 
minimum  would  not  be  feasible.  Network 
areas  frequently  cross  State  and  HEW  re¬ 
gional  boundaries,  but  do  not  divide  proposed 
Health  Service  Areas  mandated  by  the  new 
National  Health  Planning  and  Resources 
Development  Act  of  1974. 

The  designation  of  network  areas  does  not 
Imply  that  the  boundaries  will  remain  static. 
These  network  areas  may  be  changed  based 
on  public  comment  and  the  final  designation 
of  the  Health  Service  Areas,  and  from  time 
to  time  by  publication  of  amendments  to 
these  regulations  so  that  the  regulations  are 
in  accordance  with  program  experience  and 
changing  ESRD  needs. 

Pursuant  to  I  405.2111  of  this  Subpart,  the 
following  are  designated  as  End-Stage  Renal 
Disease  Network  Areas: 

EBRD  NETWORK  NO.  1 

American  Samoa  The  Trust  Territory 

Guam  of  the  Pacific  Is- 

Hawall  lands 


ESRD  NETWORK  NO.  5 

Composed  of: 

The  State  of  Colorado 
The  State  of  Utah 
The  State  of  Wyoming 

ESRD  NETWORK  NO.  6 

The  State  of  Arizona 
The  State  of  New  Mexico 

ESRD  NETWORK  NO.  7 

Composed  of : 

The  State  of  Minnesota 
The  State  of  North  Dakota 
The  State  of  South  Dakota 

The  following  county  in  the  State  of  Wis¬ 
consin: 

Douglas 

The  following  counties  in  the  State  of 


Michigan: 

Alger 

Keweenaw 

Baraga 

Luce 

Chippewa 

Mackinac 

Delta 

Marquette 

Dickinson 

Menominee 

Gogebic 

Ontonagon 

Houghton 

Iron 

Schoolcraft 

ESRD  NETWORK  NO.  S 


Composed  of: 

The  State  of  Iowa 
The  State  of  Nebraska 


The  following  counties  In  the  State  of 
Illinois : 

Henry  Rock  Island 

Mercer 

ESRD  NETWORK  NO.  9 

The  State  of  Kansas 

The  State  of  Illinois  excluding  the  follow¬ 
ing  counties  which  are  Included  in  network 
area  number  15  except  the  3  which  are  shown 
as  being  in  number  8. 


Boone 

Lee 

Bureau 

Marshall 

Carroll 

McDonough 

Cook 

McHenry 

De  Kalb 

•Mercer 

Du  Page 

Ogle 

Fulton 

Peoria 

Grundy 

Putnam 

Henderson 

•Rock  Island 

•Henry 

Stark 

Jo  Daviess 

Stephenson 

Kane 

Tazewell 

Kankakee 

Warren 

Kendall 

Whiteside 

Knox 

Will 

Lake 

Winnebago 

La  Salle 

The  State  of  Missouri 

Woodford 

ESRD  NETWORK  NO.  10 

The  State  of  Arkansas 
The  State  of  Oklahoma 


ESRD  NETWORK  NO.  11 

The  State  of  Texas 

ESRD  NETWORK  NO.  12 

The  State  of  Louisiana 


ESRD  NETWORK  NO.  13 

The  State  of  Wisconsin  excluding  the  fol¬ 
lowing  county  which  is  Included  in  network 
area  number  seven. 


Douglas 

ESRD  NETWORK  NO.  14 

The  State  of  Michigan  excluding  the  fol¬ 
lowing  counties  which  are  included  in  net¬ 
work  area  number  7. 


Alger 

Baraga 

Chippewa 

Delta 

Dickinson 

Gogebio 

Houghton 

Iron 


Keweenaw 

Luce 

Mackinac 

Marquette 

Menominee 

Ontonagon 

Schoolcraft 


ESRD  NETWORK  NO.  15 

Northern  Illinois  Including  the  following 


counties: 

Boone 

Lee 

Bureau 

Marshall 

Carroll 

McDonough 

Cook 

McHenry 

Dekalb 

Ogle 

Du  Page 

Peoria 

Fulton  ' 

Putnam 

Grundy 

Stark 

Henderson 

Stephenson 

Jo  Daviess 

Tazewell 

Kane 

Warren 

Kankakee 

Whiteside 

Kendall 

•  Will 

Knox 

Winnebago 

TaIco 

LaSalle 

Woodford 

•Included  in  network  area  number  8. 
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ESRD  NETWORK  NO.  16 

The  State  of  Indiana  excluding  the  follow¬ 
ing  oounty  which  la  Included  In  network  area 
number  17. 


ESRD  NETWORK  NO.  17 

The  State  of  Kentucky 
The  following  counties  In  the  State  of 

Adams  Ohio: 

Brown  Greene 

Butler  Hamilton 

Champaign  Highland 

Clark  Miami 

Clermont 
Clinton 
Darke 


Montgomery 

Preble 

Shelby 

Warren 


ESRD  NETWORK  NO.  22 

Composed  of  the  State  of  Ohio  excluding 
the  following  counties  which  are  Included  In 
network  area  number  17. 


Adams 

Brown 

Butler 

Champaign 

Clark 

Clermont 

Clinton 

Darke 


Greene 

Hamilton 

Highland 

Miami 

Montgomery 

Preble 

Shelby 

Warren 


The  following  counties  of  Western  Pennsyl¬ 
vania: 


The  following  oounty  in  the  State  of  Indi¬ 
ana: 

Dearborn 

ESRD  NETWORK  NO.  18 

The  State  of  Alabama  excluding  the  fol¬ 
lowing  county  which  Is  Included  In  network 
area  number  20. 


The  State  of  Mississippi 
The  State  of  Tennessee 

The  following  counties  In  the  State  of 
Georgia: 

Catoosa  Walker 

Dade 

The  following  counties  In  the  State  of 
Virginia: 

Scott  Washington 

ESRD  NETWORK  NO.  IS 

The  State  of  Florida 

ESRD  NETWORK  NO.  20 

The  State  of  Georgia  excluding  the  follow¬ 
ing  counties  which  are  Included  In  network 
area  number  18. 

Oatoesa  Walker 

Dade 

The  State  of  South  Carolina 

The  following  county  In  the  State  of  Ala¬ 
bama: 

Russell 

ESRD  NETWORK  NO.  91 

The  State  of  North  Carolina 


Allegheny 

Armstrong 

Beaver 

Bedford 

Blair 

Butler 

Cambria 

Cameron 

Clarion 

Clearfield 

Crawford 

Elk 

Erie 

Fayette 


Forest 
Greene 
Huntington 
Indiana 
Jefferson 
Lawrence 
McKean 
Mercer 
Potter 
Somerset 
Venango 
Warren 
Washington 
Westmoreland 
NETWORK  NO.  23 


Luzerne  '  Pike 

Lycoming  Philadelphia 

Mifflin  Schuylkill 

Monroe  Snyder 

Montgomery  Union 

Montour  Wayne 

Northampton  Wyoming 

Northumberland  York 

Perry 

ESRD  NETWORK  NO.  25 

The  following  counties  of  Metropolitan 
New  York: 


Bronx 

Dutchess 

Kings 

Nassau 

New  York 

Orange 

Putnam 


Queens 

Richmond 

Rockland 

Suffolk 

Sullivan 

Ulster 

Westchester 


The  following  county  in  the  State  of  New 
Jersey: 


ESRD  NETWORK  NO.  26 

The  State  of  New  York  excluding  the  fol¬ 
lowing  counties  which  are  Included  In  net¬ 
work  area  number  25: 


The  District  of  Columbia. 

The  State  of  Maryland 

The  State  of  Virginia  excluding  the  follow¬ 
ing  counties  which  are  Included  In  network 
area  number  18. 

Scott 

Washington 

The  State  of  West  Virginia 

ESRD  NETWORK  NO.  24 

The  State  of  Delaware 

The  State  of  New  Jersey  excluding  Bergen 
County  which  Is  Included  In  network  area 
number  25. 

The  following  counties  of  Eastern  Pennsyl¬ 
vania: 

Adams  Dauphin 

Berks  Delaware 

Bucks  Franklin 

Carbon  Fulton 

Centre  Juniata 

Chester  Lackawanna 

Clinton  Lancaster 

Columbia  Lebanon 

Cumberland  Lehigh 


Bronx 

Dutchess 

Kings 

Nassau  ' 

New  York 

Orange 

Putnam 


Queens 

Richmond 

Rockland 

Suffolk 

Sullivan 

Ulster 

Westchester 


The  following  counties  In  the  State  of 
Pennsylvania: 


Bradford 

Susquehanna 


Sullivan 

Tioga 


ESRD  NETWORK  NO.  27 


The  State  of  Connecticut 


ESRD  NETWORK  NO.  28 


The  State  of  Maine 
The  State  of  Massa¬ 
chusetts 

The  State  of  New 
Hampshire 


The  State  of  Rhode 
Island 
The  State  of 
Vermont 


ESRD  NETWORK  NO.  29 

Puerto  Rico  Virgin  Islands 
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